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Index  and  Summary  of  H.  R.  13254 


July  1,  1958  Rep.  Williams  introduced  H.  R.  13254  which  was 
referred  to  the  House  Interstate  and  Foreign 
Commerce  Committee.  Print  of  bill. 

July  25,  1958  House  committee  ordered  H.  R.  13254  reported. 

July  28,  1958  House  subcommittee  reported  H.  R.  13254  with 
amendment.  H.  Rept.  No.  2284.  Print  of  bill 
and  report. 


Aug.  13,  1958  House  passed  H.  R.  13254  under  suspension  of 
rules. 


Aug.  14,  1958  H.  R.  13254  was  referred  to  Senate  Labor  and 
Public  Welfare  Committee.  Print  of  bill  as 
referred. 


Aug.  15 ,  1958  Senate  committee  ordered  H.  R.  13254  reported 
with  amendments. 


Aug.  18,  1958  Senate  committee  reported  H.  R.  13254  with 

amendments.  S.  Rept.  2422.  Print  of  bill  and 
report. 


Aug.  20,  1958  Senate  passed  over  H.  R.  13254 

Aug.  23,  1958  Senate  passed  H.  R.  13254  with  amendments. 

House  concurred  in  Senate  amendments. 

Sept.  6,  1958  Approved:  Public  Law  85-929 


HEARINGS:  Before  a  subcommittee  of  the  House 
Interstate  and  Foreign  Commerce 
Committee  July  and  August  1957; 
April  1958. 
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DIGEST  OF  PUBLIC  LAW  85-929 


Public  Law  85-929  (H.  R.  13254)  FOOD  ADDITIVES  AMENDMENT  OF  1S58 
(Approved  September  6,  1958).  Amends  the  Federal  Food,  Drug  and 
Cosmetic  Act  so  as  to  require  manufacturers  of  food  additives  and 

ys  — 

food  processors  to  protest  any  potentially  unsafe  substances  which 
are  to  be  added  to  food.  Authorizes  the  Secretary  of  Health, 
Education,  and  Welfare  to  exempt  food  additives  for  investigational 
use  by  qualified  experts  when  consistent  with  the  public  health. 
Prescribes  procedures  for  regulating  the  use  of  food  additives. 
Provides  that  the  term  "food  additive,"  as  used  in  this  act,  does 
not  include  a  pesticide  chemical  in  or  on  a  raw  agricultural 
commodity,  or  which  is  intended  for  use  or  is  used  in  the  production, 
storage,  or  transportation  of  any  raw  agricultural  commodity,  or 
any  substance  used  in  accordance  with  the  poultry  Products  Inspection 
Act  or  the  Meat  Inspection  Act. 
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85th  CONGKESS  TV  1^  c\  ^  A 

2d  Session  [(,  1  0^54 


IN  THE  HOUSE  OF  REPRESENTATIVES 

July  1, 1958 

Mr.  Williams  of  Mississippi  introduced  the  following  bill;  which  was  referred 
to  the  Committee  on  Interstate  and  Foreign  Commerce 


A  BILL 

To  protect  the  public  health  by  amending  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of  addi¬ 
tives  which  have  not  been  adequately  tested  to  establish 
their  safety. 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled , 

3  That  this  Act  may  be  cited  as  the  “Food  Additives  Amend- 

4  ment  of  1958”. 

5  Sec.  2.  Section  201,  as  amended,  of  the  Federal  Food, 

6  Drug,  and  Cosmetic  Act  is  further  amended  bv  adding  at 

7  the  end  of  such  section  the  following  new  paragraphs: 

8  “(s)  The  term  ‘food  additive’  means  any  substance  the 

9  intended  use  of  which  results  or  may  reasonably  be  expected 
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to  result,  directly  or  indirectly,  in  its  becoming  a  component 
or  otherwise  affecting  the  characteristics  of  any  food  (includ¬ 
ing  any  substance  intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing,  treating,  packaging, 
transporting,  or  holding  food;  and  including  any  source  of 
ionizing  radiation  intended  for  any  such  use,  if  such  substance 
is  not  generally  recognized,  among  experts  qualified  by  scien¬ 
tific  training  and  experience  to  evaluate  its  toxicity  or  other 
potentiality  for  harm,  as  having  been  adequately  shown 
through  scientific  procedures  (or,  in  the  case  of  a  substance 
used  in  food  prior  to  the  date  of  enactment  of  this  paragraph, 
through  either  scientific  procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under  the  conditions  of  its 
intended  use ;  except  that  such  term  does  not  include — 

“  ( 1 )  a  pesticide  chemical  in  or  on  a  raw  agricultural 
commodity;  or 

“(2)  a  pesticide  chemical  to  the  extent  that  it  is 
intended  for  use  in  the  production,  storage,  or  trans¬ 
portation  of  any  raw  agricultural  commodity;  or 

“  (3)  any  substance  used  in  accordance  with  a  sanc¬ 
tion  or  approval  granted  prior  to  the  enactment  of  this 
paragraph  pursuant  to  this  Act  or  the  Meat  Inspection 
Act  of  March  4,  1907  (34  Stat.  1260) ,  as  amended  and 
extended  (21  U.  S.  0.  71  and  the  following). 

“(t)  The  term  ‘safe’,  as  used  in  paragraph  (s)  of  this 
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section  and  in  section  409,  means  without  hazard  to  the 
health  of  man  or  animal.” 

Sec.  3.  (a)  Clause  (2)  of  section  402  (a) ,  as  amended, 
of  such  Act  is  amended  to  read  as  follows:  “  (2)  (A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious 
substance  (except  a  pesticide  chemical  in  or  on  a  raw  agri¬ 
cultural  commodity  and  except  food  additive)  which  is  un¬ 
safe  within  the  meaning  of  section  406,  or  (B)  if  it  is  a 
raw  agricultural  commodity  and  it  bears  or  contains  a  pesti¬ 
cide  chemical  which  is  unsafe  within  the  meaning  of  section 
408  (a),  or  (C)  if  it  is,  or  it  bears  or  contains,  any  food 
additive  which  is  unsafe  within  the  meaning  of  section  409 : 
Provided,  That  where  a  pesticide  chemical  has  been  used  in 
or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section 
408  and  such  raw  agricultural  commodity  has  been  subjected 
to  processing  by  cooking,  freezing,  dehydrating,  or  milling, 
the  residue  of  such  pesticide  chemical  remaining  in  or  on 
such  processed  food  shall,  notwithstanding  the  provisions  of 
sections  406  and  409,  not  be  deemed  unsafe  if  such  residue 
in  or  on  the  raw  agricultural  commodity  has  been  removed 
to  the  extent  possible  in  good  manufacturing  practice  and 
the  concentration  of  such  residue  in  the  processed  food  when 
ready  to  eat  is  not  greater  than  the  tolerance  prescribed  for 
the  raw  agricultural  commodity;”. 
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(b)  Section  402  (a) ,  as  amended,  of  such  Act  is  further 
amended  by  striking  out  the  period  at  the  end  thereof  and 
inserting  in  lieu  thereof  a  semicolon  and  the  following:  “or 
(7)  if  it  has  been  intentionally  subjected  to  ionizing  radiation, 
unless  the  use  of  the  ionizing  radiation  was  in  conformity 
with  a  regulation  or  exemption  in  effect  pursuant  to  section 
409.” 

(c)  The  first  sentence  of  section  406  (a)  of  such 
Act  is  amended  by  striking  out  “clause  ( 2 )  ”  wherever  it 
appears  in  such  sentence  and  inserting  in  lieu  thereof  “clause 
(2)  (A)”. 

Sec.  4.  Chapter  IV  of  such  Act  is  amended  by  adding 
at  the  end  thereof  the  following  new  section: 

“food  additives 
“Unsafe  Food  Additives 


“Sec.  409.  (a)  A  food  additive  shall,  with  respect  to 
any  particular  use  or  intended  use  of  such  additives,  be 
deemed  to  be  unsafe  for  the  purposes  of  the  application 
of  clause  (2)  (C)  of  section  402  (a),  unless — 

“  (1 )  it  and  its  use  or  intended  use  conform  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to  sub¬ 
section  (j)  of  this  section;  or 

“(2)  there  is  in  effect,  and  it  and  its  use  or 
intended  use  are  in  conformity  with,  a  regulation  issued 
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under  this  section  prescribing  the  conditions  under 
which  such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is  in 
effect,  a  food  shall  not,  by  reason  of  bearing  or  containing 
such  an  additive  in  accordance  with  the  regulation,  be  con¬ 
sidered  adulterated  within  the  meaning  of  clause  ( 1 )  of  sec¬ 
tion  402  (a). 

“Petition  To  Establish  Safety 
“(b)  (1)  Any  person  may,  with  respect  to  any  in¬ 

tended  use  of  a  food  additive,  file  with  the  Secretary  a 
petition  proposing  the  issuance  of  a  regulation  prescribing 
the  conditions  under  which  such  additive  may  be  safely  used. 

“(2)  Such  petition  shall,  in  addition  to  stating  reason¬ 
able  grounds  in  support  of  the  petition,  contain — 

“(A)  the  name  and  all  pertinent  information  con¬ 
cerning  such  food  additive,  including,  where  available, 
its  chemical  identity  and  composition; 

“(B)  a  statement  of  the  conditions  of  the  pro¬ 
posed  use  of  such  additive,  including  all  directions, 
recommendations,  and  suggestions  proposed  for  the  use 
of  such  additive,  and  including  specimens  of  its  proposed 
labeling ; 

“(C)  all  relevant  data  bearing  on  the  physical  or 
other  technical  effect  such  additive  is  intended  to  pio- 
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duce,  and  the  quantity  of  such  additive  required  to 
produce  such  effect; 

“(D)  a  full  description  of  the  methods  used  in, 
and  the  facilities  and  controls  used  for,  the  production 
of  such  additive ; 

“(E)  a  description  of  practicable  methods  for  de¬ 
termining  the  quantity  of  such  additive  in  or  on  food, 
and  any  substance  formed  in  or  on  food,  because  of 
its  use ;  and 

“  (E)  full  reports  of  investigations  made  with  re¬ 
spect  to  the  toxicity  or  other  potentiality  for  harm  of 
such  additive,  including  full  information  as  to  the 
methods  and  controls  used  in  conducting  such  investi¬ 
gations. 

“  (3)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  samples  of  the  food  additive  involved,  or  articles 
used  as  components  thereof,  and  of  the  food  in  or  on  which 
the  additive  is  proposed  to  be  used. 

“  (4)  Notice  of  the  regulation  proposed  by  the  petitioner 
shall  be  published  in  general  terms  by  the  Secretary  within 
thirty  days  after  filing. 

“Action  on  the  Petition 

“(c)  (1)  The  Secretary  shall,  in  the  absence  of  a  refer¬ 
ral,  or  request  for  referral,  to  an  advisory  committee  made 
pursuant  to  subsection  (e)  of  this  section — 
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“  (A)  by  order  establish  a  regulation  (whether 
or  not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing,  with  respect  to  one  or  more  proposed  uses 
of  the  food  additive  involved,  the  conditions  under 
which  such  additive  may  be  safely  used  (including,  but 
not  limited  to,  specifications  as  to  the  particular  food  or 
classes  of  food  in  or  on  which  such  additive  may  be 
used,  the  maximum  quantity  which  may  be  used  or  per¬ 
mitted  to  remain  in  or  on  such  food,  the  manner  in 
which  such  additive  may  be  added  to  or  used  in  or  on 
such  food,  and  any  directions  or  other  labeling  or 
packaging  requirements  for  such  additive  deemed 
necessary  by  him  to  assure  the  safety  of  such  use,  and 
shall  notify  the  petitioner  of  such  order;  or 

“(B)  by  order  deny  the  petition,  and  shall  notify 
the  petitioner  of  such  order  and  of  the  reasons  for  such 
action. 

“(2)  The  order  required  by  paragraph  (1)  (A)  or 

(B)  of  this  subsection  shall  be  issued  within  ninety  days 
after  the  date  of  filing  of  the  petition,  except  that  the  Secre¬ 
tary  may  (prior  to  such  ninetieth  day),  by  written  notice 
to  the  petitioner,  extend  such  ninety-day  period  to  such 
time  (not  more  than  one  hundred  and  eighty  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary  deems  neces¬ 
sary  to  enable  him  to  study  and  investigate  the  petition. 
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“(3)  No  such  regulation  shall  issue  if  the  data  before 
the  Secretary — 

“  (A)  fail  to  establish  that  the  proposed  use  of  the 
food  additive,  under  the  conditions  of  use  to  be  specified 
in  the  regulation,  will  be  safe ;  or 

“  (B)  show  that  the  proposed  use  of  the  additive 
would  promote  deception  of  the  consumer  or  would  be 
otherwise  contrary  to  this  Act. 

“  (4)  If,  in  the  judgment  of  the  Secretary,  a  tolerance 
limitation  is  required  in  order  to  assure  that  the  proposed  use 
of  an  additive  will  be  safe,  the  Secretary — 

“(A)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required  to 
accomplish  the  physical  or  other  technical  effect  for 
which  such  additive  is  intended;  and 

“(B)  shall  not  establish  a  regulation  for  such  pro¬ 
posed  use  if  he  finds  that  the  data  before  him  do  not 
establish  that  such  use  would  accomplish  the  intended 
physical  or  other  technical  effect. 

“(5)  In  determining,  for  the  purposes  of  this  section, 
whether  a  proposed  use  of  a  food  additive  is  safe,  the  Sec¬ 
retary  shall  consider  among  other  relevant  factors — 

“(A)  the  probable  consumption  of  the  additive 
and  of  any  substance  formed  in  or  on  food  because  of 
the  use  of  the  additive ; 
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“  (B)  the  cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  account  any  chemi¬ 
cally  or  pharmacologically  related  substance  or  substances 
in  such  diet ;  and 

“  (C)  appropriate  safety  factors  for  the  use  of 
animal  experimentation  data. 

“Regulation  Issued  on  Secretary’s  Initiative 
“(d)  The  Secretary  may  at  any  time,  upon  his  own 
initiative,  propose  the  issuance  of  a  regulation  prescribing, 
with  respect  to  any  particular  use  of  a  food  additive,  the 
conditions  under  which  such  additive  may  be  safely  used. 
After  the  thirtieth  day  following  publication  of  such  a  pro¬ 
posal,  the  Secretary  may  by  order  establish  a  regulation 
based  upon  the  proposal,  unless  within  such  thirty-day  period 
a  person  files  a  petition  under  subsection  (b)  with  respect 
to  such  additive  and  requests  that  the  proposal,  or  any 
question  of  fact  raised  thereby,  be  referred  to  an  advisory 
committee  appointed  pursuant  to  subsection  (e)  of  this 
section. 

“Reference  to  Advisory  Committee 
“(e)  (1)  At  any  time  before,  or  within  thirty  days 
after,  publication  of  an  order  issued  under  subsection  (c) 
or  (d)  of  this  section,  the  petitioner  may  request  that  the 
petition  or  order  thereon,  or  the  Secretary’s  proposal,  or 
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any  question  raised  by  such  petition,  order,  or  proposal,  be 

referred  to  an  advisory  committee.  Upon  such  request,  or 

if  the  Secretary  within  such  time  deems  such  a  referral 
%/ 

necessary,  the  Secretary  shall  forthwith  appoint  an  advisory 
committee  of  competent  experts  to  review  the  petition, 
order,  or  proposal,  or  question,  as  the  case  may  be,  and  to 
make  a  report  and  recommendation  thereon.  Each  such 
advisory  committee  shall  be  composed  of  experts,  qualified 
in  the  subject  matter  of  the  petition,  order,  proposal,  or 
question,  as  the  case  may  be,  and  of  adequately  diversified 
professional  background  selected  by  the  National  Academy 
of  Sciences,  except  that  in  the  event  of  the  inability  or 
refusal  of  the  National  Academy  of  Sciences  to  act,  the 
Secretary  shall  select  the  members  of  the  committee.  The 
size  of  the  committee  shall  be  determined  by  the  Secretary. 
Members  of  an  advisory  committee  shall  receive  as  com¬ 
pensation  for  their  services  a  reasonable  per  diem,  which 
the  Secretary  shall  by  rules  and  regulations  prescribe,  for 
time  actually  spent  in  the  work  of  the  committee,  and  shall 
in  addition  be  reimbursed  for  their  necessary  traveling  and 
subsistence  expenses  while  so  serving  away  from  their  places 
of  residence.  The  members  shall  not  be  subject  to  any  other 
provisions  of  law  regarding  the  appointment  and  compen¬ 
sation  of  employees  of  the  United  States.  The  Secretary 
shall  furnish  the  committee  with  adequate  clerical  and  other 
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assistance,  and  shall  by  rules  and  regulations  prescribe  the 
procedure  to  be  followed  by  the  committee.  The  Secretary 
shall  refer  the  petition,  order,  or  proposal,  or  question,  as 
the  case  may  be,  to  the  advisory  committee  so  appointed, 
and  furnish  sueb  committee  all  the  data  before  him.  A 
person  who  has  filed  a  petition  or  who  has  requested  the 
referral  of  an  order,  proposal,  or  question,  to  an  advisory 
committee,  as  well  as  representatives  of  the  Department  of 
Health,  Education,  and  Welfare,  shall  have  the  right  to 
consult  with  such  advisory  committee  in  connection  with  the 
matter  referred  to  it.” 

“(2)  Within  sixty  days  after  the  date  of  such  referral, 
or  within  an  additional  thirty  days  if  the  committee  deems 
such  additional  time  necessary,  the  committee  shall,  after 
independent  study  of  the  data  furnished  to  it  by  the  Sec¬ 
retary  and  other  data  before  it,  certify  to  the  Secretary  a 
report  and  recommendations,  together  with  all  underlying 
data  and  a  statement  of  the  reasons  or  basis  for  the  recom¬ 
mendations.  Within  thirty  days  after  such  certification, 
and  after  giving  due  consideration  to  all  data  then  before 
him,  including  such  report,  recommendations,  underlying 
data,  and  statement,  and  to  any  prior  order  issued  by  him 
in  connection  with  such  matter,  the  Secretary  shall  confirm 
or  modify  any  order  theretofore  issued  or,  if  no  such  order 
has  been  issued,  shall  by  order  establish  a  regulation  pre- 
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scribing,  with  respect  to  any  particular  use  of  the  food 
additive  involved,  the  conditions  under  which  such  additive 
may  be  safely  used  or  shall,  by  order,  deny  the  petition. 

“(3)  The  Secretary  may  by  regulation  condition  re¬ 
ferrals  to  advisory  committees  pursuant  to  this  subsection 
upon  the  payment,  by  the  person  requesting  the  referral,  of 
fees  to  defray  the  costs  arising  by  reason  of  such  referrals. 
Such  fees,  including  advance  deposits  to  cover  such  fees,  shall 
be  available,  until  expended,  for  paying  (directly  or  by  way 
of  reimbursement  of  the  applicable  appropriation)  the  ex¬ 
penses  of  advisory  committees  under  this  subsection  and  other 
expenses  arising  by  reason  of  referrals  to  such  committees, 
and  for  refunds  of  excess  payments. 

“Publication  and  Effective  Date  of  Orders 
“(f)  Any  order,  including  any  regulation  established 
by  such  order,  issued  under  subsection  (c),  (d),  or  (e)  of 
this  section,  shall  be  published  and  shall  be  effective  upon 
publication,  but  the  Secretary  may  stay  such  effectiveness 
if,  after  issuance  of  such  order,  the  order  or  any  question 
related  thereto  is  referred  to  an  advisory  committee  pursu¬ 
ant  to  subsection  (e)  or  if  a  hearing  is  sought  with  respect 
to  such  order  pursuant  to  subsection  (g) . 

“Objections  and  Public  Hearing 
“(g)  (1)  Within  thirty  days  after  publication  of  an 

order  made  pursuant  to  subsection  (c) ,  (d) ,  or  (e)  of  this 
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1  section,  any  person  adversely  affected  by  such  an  order  may 

2  file  objections  thereto  with  the  Secretary,  specifying  with 

3  particularity  the  provisions  of  the  order  deemed  objection- 

4  able,  stating  reasonable  grounds  therefor,  and  requesting  a 

5  public  hearing  upon  such  objections.  The  Secretary  shall 

6  thereupon,  after  due  notice,  hold  such  public  hearing  for  the 

7  purpose  of  receiving  evidence  relevant  and  material  to  the 
g  issues  raised  by  such  objections.  Any  report,  recommenda- 
9  tions,  underlying  data,  and  reasons  certified  to  the  Secretary 

10  by  an  advisory  committee  shall  be  made  a  part  of  the  record 

11  of  the  hearing  if  relevant  and  material,  subject  to  the  provi- 

12  sions  of  section  7  (c)  of  the  Administrative  Procedure  Act 

13  (5  U.  S.  C.,  sec.  1006  (c)  ) .  The  advisory  committee  shall 

14  designate  a  member  to  appear  and  testify  at  any  such  hear- 

15  ing  with  respect  to  the  report  and  recommendations  of  such 

16  committee  upon  request  of  the  Secretary,  the  petitioner,  or 

17  the  officer  conducting  the  hearing,  but  this  shall  not  preclude 

18  any  other  member  of  the  advisory  committee  from  appearing 

19  and  testifying  at  such  hearing.  As  soon  as  practicable  after 

20  completion  of  the  hearing,  the  Secretary  shall  by  order  act 

21  upon  such  objections  and  make  such  order  public. 

22  “(2)  Such  order  shall  be  based  upon  a  fair  evaluation 

23  of  the  entire  record  at  such  hearing,  including  any  report, 

24  recommendations,  underlying  data,  and  reasons  certified  to 

25  the  Secretary  by  an  advisory  committee,  and  shall  include  a 
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statement  setting  forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based. 

“  (3)  The  Secretary  shall  specify  in  the  order  the  date 
on  which  it  shall  take  effect,  except  that  it  shall  not  be 
made  to  take  effect  prior  to  the  ninetieth  day  after  its 
publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which 
event  the  Secretary  shall  specify  in  the  order  his  findings  as 
to  such  conditions. 

“ Judicial  Review 

“(h)  (1)  In  a  case  of  actual  controversy  as  to  the 
validity  of  any  order  issued  under  subsection  (g) ,  including 
any  order  thereunder  with  respect  to  amendment  or  repeal  of 
a  regulation  issued  under  this  section,  any  person  who  will 
be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  Court  of  Appeals  for 
the  circuit  wherein  such  person  resides  or  has  his  principal 
place  of  business,  or  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  Circuit,  within  sixty  days  after 
the  entry  of  such  order,  a  petition  praying  that  the  order 
be  set  aside  in  whole  or  in  part. 

“  (2)  A  copy  of  such  petition  shall  be  forthwith  served 
upon  the  Secretary,  or  upon  any  officer  designated  by  him 
for  that  purpose,  and  thereupon  the  Secretary  shall  certify 
and  file  in  the  court  a  transcript  of  the  proceedings  and  the 
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record  on  which  he  based  his  order.  Upon  such  filing,  the 
court  shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 
the  order  complained  of  in  whole  or  in  part.  The  findings 
of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of  the  entire  record 
at  such  hearing,  including  any  report,  recommendation, 
underlying  data,  and  reasons  certified  to  the  Secretary  by  an 
advisory  committee. 

“(3)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such  addi¬ 
tional  evidence  to  be  taken  before  the  Secretary  and  to  be 
adduced  upon  the  hearing  in  such  manner  and  upon  such 
terms  and  conditions  as  to  the  court  may  seem  proper,  if 
such  evidence  is  material  and  there  were  reasonable  grounds 
for  failure  to  adduce  such  evidence  in  the  proceedings  below. 
The  Secretary  may  modify  his  findings  as  to  the  facts  and 
order  bv  reason  of  the  additional  evidence  so  taken,  and 
shall  file  with  the  court  such  modified  findings  and  order. 

“(4)  The  judgment  of  the  court  affirming  or  setting- 
aside,  in  whole  or  in  part,  any  order  under  this  section  shall 
be  final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  section  1254  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary, 
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operate  as  a  stay  of  an  order.  The  court  shall  advance  on 
the  docket  and  expedite  the  disposition  of  all  causes  filed 
therein  pursuant  to  this  section. 

“  (5)  The  court,  on  such  judicial  review,  shall  not  sustain 
the  order  of  the  Secretary  if  he  failed  to  comply  with  any 
requirement  imposed  on  him  by  subsection  (g)  (2)  of  this 
section. 

“Amendment  or  Repeal  of  Regulations 
“(i)  The  Secretary  shall  by  regulation  prescribe  the  ■ 
procedure  by  which  regulations  under  the  foregoing  pro¬ 
visions  of  this  section  may  be  amended  or  repealed,  and 
such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations,  in¬ 
cluding  the  appointment  of  advisory  committees  and  the 
procedure  for  referring  matters  to  such  committees. 

“Exemptions  for  Investigational  Use 
“(j)  Without  regard  to  subsections  (b)  to  (i) ,  inclu¬ 
sive,  of  this  section,  the  Secretary  shall  by  regulation  provide 
for  exempting  from  the  requirements  of  this  section  any 
food  additive,  and  any  food  bearing  or  containing  such  addi¬ 
tive,  intended  solely  for  investigational  use  by  qualified  ex¬ 
perts  when  in  his  opinion  such  exemption  is  consistent  with 
the  public  health.” 

Sec.  5.  Section  301  (j)  of  such  Act  is  amended  bv 
inserting  “409”  after  “404,”. 
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Sec.  6.  (a)  Except  as  provided  in  subsections  (b)  and 
(c)  of  this  section,  this  Act  shall  take  effect  on  the  date  of 
its  enactment. 

(b)  Except  as  provided  in  subsection  (c)  of  this  section, 
section  3  of  this  Act  shall  take  effect  on  the  one  hundred  and 
eightieth  day  after  the  date  of  enactment  of  this  Act. 

(c)  With  respect  to  any  particular  commercial  use  of  a 
food  additive,  if  such  use  was  made  of  such  additive  before 
January  1,  1958,  section  3  of  this  Act  shall  take  effect— 

(1)  either  (A)  one  year  after  the  effective  date 
established  in  subsection  (b)  of  this  section,  or  (B)  at 
the  end  of  such  additional  period  (but  not  later  than 
two  vears  from  such  effective  date  established  in  sub- 
section  (b) )  as  the  Secretary  of  Health,  Education,  and 
Welfare  may  prescribe  on  the  basis  of  a  finding  that 
such  extension  involves  no  undue  risk  to  the  public 
health  and  that  conditions  exist  which  necessitate  the 
prescribing  of  such  an  additional  period,  or 

(2)  on  the  date  on  which  an  order  with  respect  to 
such  use  under  section  409  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  becomes  effective, 

whichever  date  first  occurs. 

Sec.  7.  Nothing  in  this  Act  shall  be  construed  to  ex¬ 
empt  any  meat  or  meat  food  product  or  any  person  from 
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1  any  requirement  imposed  by  or  pursuant  to  the  Meat  Inspec- 

2  tion  Act  of  March  4,  1907,  34  Stat.  1260,  as  amended  and 

3  extended  (21  U.  S.  C.  71  and  the  following) . 
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livestock.  He  also  stated  that  there  would  be  a  call  of  the  calendar  Monday, 
July  28.  p.  13861. 

6.  ADJOURNED  until  Mon.,  July  28.  p.  13880 

HOUSE 

7.  AGRICULTURE  COMMITTEE  ordered  reported  the  following  bills: 

H.  R\  11056,  to  amend  the  Agricultural  Marketing  Agreement  Act  so  as  to 
extend  restrictions  on  certain  imported  citrus  fruits,  dried  fruits,  and 
nuts\ 

H.  R.  13*68,  to  authorize  CCC  to  purchase  flour  and  cornmeal  for  donation 
instead\of  having  such  products  processed  from  its  own  stocks; 

S.  479,  to  grant  a  50-year  right-of-way  for  a  water  pipeline  across  the 
Lincoln  National  Forest.  N.  M. ; 

1245,  to  provide  a  right-of-way  to  the  city  of  Alamogordo,  N.  M. ,  across 
the  Lincoln  National  Forest,  N.  M.;  and 

3439,  to  reconvey  to  Salt  Lake  City  the  Forest7 Service  Fire  Warehouse 
lot  in  that  city\ 

Committee 


S. 


S. 


8.  WATERSHED  PROJECTS.  The  Agriculture 

projects:  Mill  Creek,  Ga.r^bion  Creek,  Ky 
Adobe  Creek,  Calif.;  Buena  V 
Upper  Nanticoke  River,  Ill.;  Con aid 8 on 
Creek,  Wis.;  Peavine  Mountain 


Cal 

Cre 


Nev, 


iproved  the  following  watershed 
ddy  Creek,  Miss,  and  Tenn.: 

,,  Central  Sonoma  Creek,  Calif.; 

,  Ky. ;  Mud  Creek,  Neb.;  Coon 
,  and  Indian  Creek,  Miss.  p.  D737 


9.  FORESTRY.  The  Interior  and  Insular xAf£hirs  Committee  reported  with  amendment 
S.  3051,  to  provide  for  either  private  or  Federal  acquisition  of  that  part  of 
the  Klamath  Indian  Forest  which  must  be  sold  (H.  Rept.  2278) ,  p.  13897 

10.  FOOD  ADDITIVES.  The  Interstate  and  Foreign  Commerce  Committee  ordered  reported 

H.  R.  13254,  to  prohibit  the  use  of  food  additives  which  have  not  been  ade- 
quately  tested  to  establish  their  safety,  p.  D738  


11.  LEGISLATIVE  PROGRAM.  Rep. /McCormack  announced  ti^at  on  Tues.,  July  29,  the 
)  House  will  consider  S.  3051,  the  Klamath  forest  bill,  and  S.  3817,  to  en¬ 
courage  mining  through/direct  payments  to  produce^;  and  that  on  Wed. , 

July  30,  the  only  programmed  bill  will  be  H.  R.  9020s.  to  amend  the  Packers 
and  Stockyards  Act  /o  transfer  jurisdiction  over  certain  transactions  from 
USDA  to  FTC,  but  that  other  bills  might  be  taken  up  ifVules  could  be  secured 
from  the  Rules  Committee,  including  housing,  distressed >reas  redevelopment, 
and  community  facilities  bills,  pp.  13887-8 

12.  ADJOURNED  un^ll  Mon.,  July  28.  p.  13891 

ITEMS  IN  APPENDIX 


13. 


14. 


ETHICS/  Rep.  Bennett  inserted  the  code  of  ethics  for  Government  sei 
adopted  as  the  intent  of  Congress  on  July  11,  and  also  inserted  the 
the  Senate  committee  on  the  measure,  pp.  A6705-7 


Ice 

report  of 


:0REIGN  AID.  Sen.  Jenner  inserted  an  editorial  criticizing  the  expenditu^  of 
mutual  security  funds  in  the  Near  East  and  South  Asia  in  the  last  10  years 

as  a  failure,  p,  A6696 
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mg 


y!5. 


FORESTRY.  Sen.  Dworshak  inserted  an  editorial  critic  is/  the  proposed  wilder-/ 
ness  bill  as  an  attempt  to  freeze  Idaho's  progress  by  preventing  the  develop¬ 
ment  of  wilderness  areas,  p.  A6697 

Rep.  Avery  inserted  an  editorial  commending  the  Outdoor  Recreation  Resource 
:udy  authorized  by  Congress,  p.  A6701 

Rep.  U liman  inserted  a  column  on  the  need  for  an  inventory  of  our  Shrinking 
outdoor  recreational  facilities,  p.  A6710 


16.  FOOD  ADDITIVES,  Rep.  Dingell  inserted  an  editorial  opposing  enactment  of 

H.  R.  95^1,  to  eliminate  the  present  requirement  for  labeling  fresh  produce 
to  indicate  whether  post-harvest  chemicals  are  used*  p.  A67Q/ 


BILLS  INTRODUCED 


17.  ACREAGE  ALLOTMENTS.  S.  4189,  by  Sen.  Capehart,  to  amend  the  Agricultural  Ad¬ 
justment  Act  of  1^38,  as  amended,  to  provide  for  additional  allotments  when 
an  allotment  crop  nas  been  entirely  lost  or  destroyed  because  of  a  natural 
disaster;  to  Agriculture  and  Forestry  Committee,  jfemarks  of  author*  p.  13737 


18.  POSTAL  RATES.  S*  4191,  by  Sen.  Monroney,  to  maintain  existing  minimum  postage 
rates  on  certain  publications  mailed  in  the  county  of  publication;  to  Post 
Office  and  Civil  Service  C%pmittee.  Remarl^s  of  author,  pp.  13737-8 


19. 


SEED.  S.  4188,  by  Sen.  Magnusdn  (by  request),  and  H*  R.  13545,  by  Rep.  Pelly, 
to  amend  the  Federal  Seed  Act  sh  as  to  permit  the  importation  screenings  of 
rape/ ai?<f  mustard  seed;  to  S.  Agriculture  and  Forestry  Committee  and  H.  Agri¬ 
culture  Committee. 


20.  FLOOD  CONTROL.  S.  4192,  by  Sen.  Seh.  Johnson,  Tex.,  authorizing  the  project 
for  modification  of  the  plan  for/ improvement  of  the  Trinity  River  and  tribu¬ 
taries,  Tex.;  to  Public  Works  pbmmittee.\ Remarks  of  author,  p.  13880 
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COMMITTEE  HEARINGS  ANNOUNCI 

July  28:  Sale  or  exchange  of  forest  land  in  Pima  Cou\ty,  Ariz.,  S.  Interior 
(Crafts,  FS,  to  answer  questions). 

USDA  supplemental  appropriations,  S.  Appropriations. 

H.  Agriculture  subcommittee  on  Cotton  and  Rice  (exec) . 

Minerals  stabilization  payments,  H.  Interior, 


oOo 


For  supplemental  information  or  copies  of  legislative  material  re) 
Ext.  4654  or  send  to  Room  105-A, 


jrred  to,  call 
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HIGHLIGHTS:  Senate  debated  industrial  usek  research  bill.  Sen.  Proxmire  criti¬ 

cized  farm  bill.  Rep.  McGovern  uraed  greater;  authority  for  REA  administrator. 


ftOUSE 


FORESTRY.  The  Interior  and  Insular  Affairs  Committee  o\dered  reported  S.  1748, 
with  amendment ,yCo  add  certain  lands  in  Ida.  and  Wyo.  tckthe  Caribou  and  Targh 
National  Forets,  and  S.  2517,  to  authorize  the  States  to\choose  mineral  lands 
in  making  selections  in  lieu  of  sections  of  public  lands  occupied  before  State 
claims  were/nade.  p.  D745 


2.  MINERALS^  The  Interior  and  Insular  Affairs  Committee  ordered  re] 
to  proylde  stabilization  payments  to  certain  minerals  producers. 


jrted  S.  4036, 
vp.  D745 


3.  FARMXAEOR.  A  subcommittee  of  the  Agriculture  Committee  ordered  reposed  on 
JiUy  25,  with  amendment,  H.  R.  10360,  to  continue  for  2  years  the  authority  of 
le  Attorney  General  to  permit  the  importation  of  aliens  for  agricultural  em¬ 
ployment.  p.  D745 


4.  FOOD  ADDITIVES.  The  Interstate  and  Foreign  Commerce  Committee  reported  with 

amendment  H.  R.  132*514.,  to  amend  the  Federal  Food,  Drug,  and  Cosmetic  Act  so  as 
to  prohibit  the  use  in  food  and  additives  which  have  not  been  adequately  tested 
to  establish  their  safety  (H.  Rept.  2284).  p.  14037 


-  2  - 


5. 


CIVIL  DEFENSE.  Concurred  in  the  Senate  amenctaents  to  H.  R.  7576,  to  amend  the 
Federal  Civil  Defense  Act  of  1950  so  as  to  permit  the  expansion  of  the  civil; 
defense  activity  of  the  Federal  Government  to  assume  more  responsibility  foj 
ithe  national  program.  This  bill  will  now  be  sent  to  the  President,  p,  14«23 


6. 


ELECTRIFICATION.  Rep.  McGovern  charged  that  partisan  politics  was  entering 
intcSJtbe  administration  of  the  REA  program,  criticized  certain  administration 
proposals  regarding  the  financing  of  REA  loans,  and  urged  the  enactment  of 
legislation  to  grant  greater  administrative  authority  to  the  REA  administrator, 
pp.  1403\-32 


7.  PUBLIC  DEBT. \  Both  Houses  received  from  the  President  a  request  to  increase  the 
regular  statutory  debt  limit  to  $285  billion,  and  to  provide' an  additional 
temporary  incr^se  of  $3  billion  through  June  30,  1960  (H^>oc,  425). 
pp.  14019,  1390! 


8.  FLOOD  INSURANCE.  Bofch  Houses  received  from  the  Presid^ht  the  final  report  of 
Housing  and  Home  Finance  Agency  on  the  activities  of/the  Federal  Flood  Indem¬ 
nity  Administration,  which  was  abolished  July  1,  1$)57  (H.  Doc.  426).  pp. 
14015,  13889  \  / 


9.  MONOPOLIES.  Rep.  Patman  inserted  an  article  analyzing  the  provisions  and 
urging  the  enactment  of  H.  uk  11  and  S.  11,  y^o  reaffirm  and  strengthen  the 
national  policy  and  purpose  or\Congress  in/xhe  laws  against  unlawful  restraints 
and  monopolies,  pp.  14034-36 


10.  FOREIGN  AID.  Both  Houses  received  fcon/GAO  a  report  on  the  examination  of  the 
economic  and  technical  assistance  program  for  Turkey  through  June  30,  1957. 
pp.  14037,  13905 


11.  WATER  CONSERVATION.  Both  Houses >feceived\£rom  Interior  a  copy  of  an  applica¬ 
tion  for  a  loan  of  $2,780,000  xo  the  RoosXelt  Water  Conservation  District  in 
Ariz.  pp.  14037,  13905 


12.  LEGISLATIVE  PROGRAM.  Rep.y^cCormack  announced  hhat  S.  25,  to  specify  the 

effective  date  upon  which  changes  in  pay  of  wag^hoard  employees  shall  begin 
following  the  start  of/a  survey,  will  be  eligibleNfor  consideration  under 
suspension  of  the  ru^es  today,  July  29.  p.  14015 


SENATE 


RESEARCH.  Began'' debate  on  S,  4100,  to  provide  for  the  increased  use  of  agri¬ 
cultural  prodvlcts  for  industrial  purposes.  Adopted  an  amendment  by  Sen. 
Ellender  to>4trike  out  the  subsection  authorizing  the  grant  \f  rapid  amortiza¬ 
tion  certificates  on  the  ground  that  this  was  a  violation  of  the  House's  power 
to  initi/te  tax  bills  (p.  13951).  The  committee  amendments  we^e  adopted,  and 
the  Senate  agreed  to  have  a  yea-and-nay  vote  on  the  bill  immediately  following 
the  routine  morning  business  today,  July  29.  pp.  13943,  13946 -64 
14006-9,  14011. 


F&RM  PROGRAM.  Sen.  Proxmire  stated  that  the  farmers  in  Wis.  opposed  an< 
'criticized  passage  of  S.  4071,  the  Senate  farm  bill,  and  predicted  that 
actment  of  the  bill  would  "cast  a  great  blight  on  farmers  all  over  the  coi)q~ 
try."  pp.  14006-7 


15,  RECLAMATION,  Passed  without  amendment  H.  R,  8645,  to  amend  the  Reclamation 
Project  Act  to  provide  relief  for  individual  reclamation  projects  through 
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July  28,  1958.— Committed  to  the  Committee  of  the  Whole  House  on  the  State 
of  the  Union  and  ordered  to  be  printed 


Mr.  Williams  of  Mississippi,  from  the  Committee  on  Interstate  and 
Foreign  Commerce,  submitted  the  following 


REPORT 


[To  accompany  H.  R.  13254] 


The  Committee  on  Interstate  and  Foreign  Commerce,  to  whom 
was  referred  the  bill  (H.  R.  13254)  to  protect  the  public  health  by 
amending  the  Federal  Food,  Drug,  and  Cosmetic  Act  to  prohibit  the 
use  in  food  of  additives  which  have  not  been  adequately  tested  to 
establish  their  safety,  having  considered  the  same,  report  favorably 
thereon  with  an  amendment  and  recommend  that  the  bill,  as  amended, 
do  pass. 

The  amendment  is  as  follows: 

The  amendment  strikes  all  of  the  text  of  the  introduced  bill  and 
inserts  in  lieu  thereof  a  substitute  which  appears  in  the  reported  bill 
in  italic  type. 


PURPOSE  of  legislation 


The  purpose  of  the  legislation  is  twofold: 

(1)  To  protect  the  health  of  consumers  by  requiring  manufacturers 
of  food  additives  and  food  processors  to  pretest  any  potentially  unsafe 
substances  which  are  to  be  added  to  food;  and  (2)  to  advance  food 
technology  by  permitting  the  use  of  food  additives  at  safe  levels. 

Existing  law  bars  the  use,  even  at  safe  levels,  of  additives  which  are 
poisonous  or  deleterious  unless  their  use  is  required  in  production  or 
cannot  be  avoided  by  good  manufacturing  practice.  The  Federal 
Government  in  order  to  prevent  the  use  of  an  additive  must  prove 
that  it  is  a  poisonous  or  deleterious  substance.  The  law  thus  gives 
rise  to  a  dual  problem.  On  the  one  hand,  to  prove  an  untested 
substance  poisonous  or  deleterious  may  require  approximately  2  years 
or  more  of  laboratory  experiments  with  small  animals  and  during  this, 
period  the  Government  cannot  prevent  the  use  of  such  a  substance  in 
food.  On  the  other  hand,  present  law  entirely  prohibits  the  use  of 
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these  additives  even  if  their  use  at  safe  levels  would  advance  our  food 
technology  and  increase  and  improve  our  food  supplies. 

The  Food  and  Drug  Administration  has  pointed  out  tlic  dangers  to 
the  public  health  resulting  from  the  failure  of  the  present  law  to  re¬ 
quire  pretesting  of  food  additives.  On  the  other  hand  that  agency 
agrees  that  the  present  law  should  be  changed  to  permit  the  use  of 
additives  at  safe  levels  in  order  to  advance  our  food  technology. 

While  the  responsible  elements  of  the  affected  industries  tradition¬ 
ally  have  voluntarily  undertaken  to  pretest  food  additives  they  are 
willing  to  assume  this  responsibility  under  a  statutory  mandate. 
Thus,  those  elements  of  the  industry  which  in  the  past  have  used 
harmful  additives  or  additives  of  unknown  toxicity  without  pretesting 
will  in  the  future  under  this  legislation  be  required  to  assume  the  same 
duties  as  the  responsible  elements  have  heretofore  voluntarily  assumed. 

Although  there  has  been  complete  agreement  as  to  the  need  for 
this  legislation,  there  have  been  differences  between  the  Food  and 
Drug  Administration  and  the  affected  industries  with  respect  to  pro-.^ 
cedures  to  be  followed  in  determining  the  safety  of  an  additive  and  tln\J 
method  of  judicial  review  of  such  a  determination.  With  respect  to 
these  controversial  procedural  questions,  the  committee  feels  the  pro¬ 
posed  legislation  steers  a  course  which  satisfies  both  the  need  for 
protecting  the  public  health  and  the  legitimate  interests  of  industry 
and  Government  in  fair  procedures. 

HISTORY  OF  LEGISLATION 

During  the  81st  Congress,  a  Select  Committee  To  Investigate  the 
Use  of  Chemicals  in  Foods  and  Cosmetics  (better  known  as  the 
Delaney  committee,  named  after  its  chairman,  Congressman  James  J. 
Delaney)  was  created  in  the  House  of  Representatives  to  study  the 
need  to  amend  the  present  Federal  Food,  Drug,  and  Cosmetic  Act  in 
this  respect.  After  extended  hearings,  the  committee  on  June  30, 
1952,  filed  a  report  (H.  Kept.  No.  2356,  82d  Cong.,  2d  sess.)  urging 
v1  amending  the  present  law  so  that  chemicals  employed  in  or  on  foods 
would  be  subjected  to  substantially  the  same  safety  requirements  as 
exist  in  the  law  for  new  drugs. 

Bills  to  accomplish  the  objectives  of  the  report  were  introduced  by— 
Congressman  Delaney  and  referred  to  this  committee  dining  the  83*1^1 
Congress  and  subsequent  Congresses,  and  other  Members  of  Congress 
introduced  numerous  bills  differing  from  the  prototype  bills  primarily 
with  respect  to  agency  procedure  and  judicial  review. 

During  the  83d  Congress,  the  committee  held  hearings  and  reported 
favorably  related  legislation  providing  for  the  pretesting  of,  and  the 
establishment  of  safe  tolerances  for,  pesticide  chemicals.  This  bill 
was  enacted  into  law  (Public  Law  518,  83d  Cong.). 

During  the  2d  session  of  the  84th  Congress,  the  Subcommittee  on 
Health  and  Science,  under  the  chairmanship  of  the  late  full  committee 
chairman,  J.  Percy  Priest,  held  5  days  of  hearings  on  10  bills  dealing 
with  chemical  additives  in  and  on  food.  The  hearings  indicated 
basic  agreement  with  regard  to  the  need  for  chemical  additive  legis¬ 
lation,  but  also  considerable  disagreement  with  regard  to  the  agency 
and  judicial  review  procedures  to  be  followed  in  determining  the  safety 
of  chemical  additives.  This  disagreement  was  not  resolved,  and  no 
chemical  additive  legislation  was  enacted  during  the  84th  Congress. 
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During  the  85th  Congress,  the  Subcommittee  on  Health  and  Science 
held  11  days  of  hearings  on  9  bills.1  The  hearings  included  2  days  of 
testimony  l)y  a  panel  of  outstanding  scientists  and  experts  selected  by 
the  National  Academy  of  Sciences  at  the  request  of  the  subcommittee, 
to  give  the  subcommittee  the  scientific  background  with  regard  to 
the  testing  and  evaluating  of  the  safety  of  chemical  additives.  The 
subcommittee  also  heard  witnesses  from  industry,  labor,  and  consumer 
organizations,  representatives  from  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare,  including  those  from  the  Food  and  Drug  Admin¬ 
istration,  and  the  chief  judge  of  the  third  judicial  circuit  appearing  on 
behalf  of  the  Judicial  Conference  of  the  United  States. 

As  a  result  of  the  hearings  and  after  consideration  of  the  various 
bills,  the  chairman  of  the  subcommittee,  Congressman  John  Bell 
Williams  of  Mississippi,  introduced  a  clean  bill  (H.  It.  13254)  which 
was  reported  unanimously  by  the  subcommittee  to  the  full  committee. 

The  full  committee  unanimously  reported  the  bill  with  one  amend¬ 
ment  which  strikes  out  all  after  the  enacting  clause  and  inserts  in 
place  of  the  introduced  bill  a  substitute.  The  principal  difference 
between  the  proposed  committee  amendment  and  the  introduced  bill 
is  the  elimination  of  the  provisions  in  the  introduced  bill  relating  to 
scientific  advisory  committees.  The  remaining  differences  are  the 
result  of  clerical,  technical,  and  clarifying  changes. 

PRINCIPAL  PROVISIONS  OF  LEGISLATION 

Substances  covered  by  legislation 

Pretesting  is  required  under  this  legislation  only  with  respect  to 
those  food  additives  which  are  not  generally  recognized  among 
competent  experts  as  having  been  adequately  shown  to  be  safe 
under  the  conditions  of  their  intended  use.  An  additive  may  be 
shown  to  be  safe  either  by  means  of  scientific  procedures  (including 
a  review  of  the  existing  scientific  literature)  or,  in  the  case  of  sub¬ 
stances  in  use  prior  to  January  1,  1958,  also  by  means  of  experience 
based  on  common  use  in  food. 

The  legislation  covers  substances  which  are  added  intentionally  to 
food.  These  additives  are  generally  referred  to  as  “intentional 
additives.” 

The  legislation  also  covers  substances  which  may  reasonably  be  ex¬ 
pected  to  become  a  component  of  any  food  or  to  affect  the  character¬ 
istics  of  any  food.  These  substances  are  generally  referred  to  as 
“incidental  additives.” 

The  principal  examples  of  both  intentional  and  incidental  additives 
are  substances  intended  for  use  in  producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packaging,  transporting,  or  holding 
food. 

On  the  other  hand,  substances  which  may  accidentally  get  into  a 
food,  as  for  example,  paints  or  cleaning  solutions  used  in  food  proces¬ 
sing  plants,  are  not  covered  by  the  legislation.  These  additives  are 
generally  referred  to  as  “accidental  additives,”  since  these  substances 
if  properly  used  may  not  reasonably  be  expected  to  become  a  com¬ 
ponent  of  a  food  or  otherwise  to  affect  the  characteristics  of  a  food. 
If  accidental  additives  do  get  into  food,  the  provisions  of  the  Food, 

1  H.  R.  366  (O’Hara  of  Minnesota),  H.  R.  6747  (Harris),  H.  R.  7700  (Fulton),  H.  R.  7798  (Delaney) 
H.  R.  7938  (Sullivan),  H.  R.  8390  (Harris),  H.  R.  8629  (Wolverton),  II.  R.  8112  (Miller),  and  H.  R.  10404, 
(Williams  of  Mississippi). 
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Drug,  and  Cosmetic  Act  dealing  with  poisonous  and  deleterious  sub¬ 
stances  would  be  applicable. 

Sources  of  radiation  (including  radioactive  isotopes,  particle 
accelerators  and  X-ray  machines)  intended  for  use  in  processing 
food  are  included  in  the  term  “food  additive”  as  defined  in  this 
legislation. 

Exempted  from  the  scope  of  the  legislation  are  (1)  pesticide  chemi¬ 
cals  in  or  on  raw  agricultural  commodities  which  are  already  covered 
by  the  pesticide  chemicals  amendment  to  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (Public  Law  518,  83d  Cong.);  (2)  residues  of  pesti¬ 
cide  chemicals  unavoidably  remaining  on  processed  foods  not  in 
excess  of  tolerances  prescribed  by  Food  and  Drug  Administration  for 
raw  agricultural  commodities;  and  (3)  substances  already  approved 
under  the  provisions  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
or  the  Meat  Inspection  Act  of  March  4,  1907. 

The  Secretary  is  given  authority  by  this  legislation  to  exempt  by 
regulation  food  additives  for  investigational  use  by  qualified  experts 
when  consistent  with  the  public  health. 

Regulation  to  establish  sajety 

A  regulation  prescribing  the  conditions  under  which  an  additive  may 
be  safely  used  may  be  issued  by  the  Secretary  of  Health,  Education, 
and  Welfare  either  on  the  basis  of  a  petition  filed  by  any  person 
(ordinarily  the  manufacturer  of  the  additive)  or  on  the  Secretary’s 
own  initiative. 

The  petition  would  set  forth  the  name  and  all  pertinent  information 
concerning  the  additive,  including,  where  available,  its  chemical 
identity  and  composition;  full  reports  of  scientific  investigations  of 
safety  for  use;  the  conditions  of  the  proposed  use  of  such  additive; 
relevant  data  bearing  on  the  physcial  or  other  technical  effect  such 
additive  is  intended  to  produce;  the  quantity  required  to  produce 
such  effect;  when  requested  by  the  Secretary,  the  methods  used  to 
produce  the  additive;  and  a  description  of  practical  methods  to 
determine  the  quantity  of  such  additive  left  in  or  on  food  because 
of  its  use. 

Trade  secrets  supplied  to  the  Secretary  would  be  protected  under 
this  legislation  from  unauthorized  disclosure  by  departmental  per¬ 
sonnel. 

The  Secretary  would  either,  by  order,  establish  a  regulation  pre¬ 
scribing  the  conditions  under  which  such  additive  may  be  safely  used, 
or  he  would,  by  order,  deny  the  petition  and  notify  the  petitioner  of  the 
reasons  for  such  action.  Such  orders  would  be  issued  within  90  daj^s 
after  the  date  of  filing  of  the  petition  unless  the  Secretary,  by  written 
notice  to  the  petitioner,  extends  such  period  for  not  more  than  an 
additional  90  days  to  enable  him  to  study  the  petition. 

Concept  of  safety 

The  concept  of  safety  used  in  this  legislation  involves  the  question 
of  whether  a  substance  is  hazardous  to  the  health  of  man  or  animal. 
Safety  requires  proof  of  a  reasonable  certainty  that  no  harm  will 
result  from  the  proposed  use  of  an  additive.  It  does  not— and 
cannot — require  proof  beyond  any  possible  doubt  that  no  harm  will 
result  under  any  conceivable  circumstance. 

This  was  emphasized  particularly  by  the  scientific  panel  which 
testified  before  the  subcommittee.  The  scientists  pointed  out  that 
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it  is  ifltpossible  in  the  present  state  of  scientific  knowledge  to  establish 
with  complete  certainty  the  absolute  harmlessDess  of  any  chemical 
substance.  ^  ~J 

In  determining  the  “safety”  of  an  additive,  scientists  must  take  into 
consideration  the  cumulative  effect  of  such  additive  in  the  diet  of  man 
or  animals  over  their  respective  life  spans  together  with  any  chemically 
or  pharmacologically  related  substances  in  such  diet.  Thus,  the 
safety  of  a  given  additive  involves  informed  judgments  based  on 
educated  estimates  by  scientists  and  experts  of  the  anticipated  inges¬ 
tion  of  an  additive  by  man  and  animals  under  likely  patterns  of  use. 

Reasonable  certainty  determined  in  this  fashion  that  an  additive  will 
be  safe,  will  protect  the  public  health  from  harm  and  will  permit 
sound  progress  in  food  technology. 

The  legislation  adopts  this  concept  of  safety  by  requiring  the 
Secretary  to  consider  in  addition  to  information  with  regard  to  the 
specific  additive  in  question,  among  others,  the  following  relevant 
factors:  (1)  the  probable  consumption  of  the  additive  and  of  any 
substance  formed  in  or  on  food  because  of  the  use  of  such  additive; 

(2)  the  cumulative  effect  of  such  additive  in  the  diet  of  man  or  animals, 
taking  into  account  any  chemically  or  pharmacologically  related 
substances  in  such  diet;  and  (3)  safety  factors  which  qualified  experts 
consider  appropriate  for  the  use  of  animal  experimentation  data. 

In  determining  the  safety  of  an  additive,  the  Secretary  would  have 
to  consider  not  only  the  food  to  which  the  additive  is  directly  added, 
but  also  other  foods  derived  from  such  foods.  For  example,  in  evalu¬ 
ating  the  safety  of  an  additive  for  poultry  feed,  the  Secretary  would 
have  to  consider  any  residues  that  might  appear  in  eggs  produced  by 
the  poultry.  Similarly,  in  determining  the  safety  of  additive-treated 
cattle  feed,  account  would  have  to  be  taken  of  residues  of  the  additive 
in  the  milk  or  edible  flesh  of  the  animal. 

Since  the  scientific  investigation  and  the  other  relevant  data  to  be 
taken  into  consideration  by  the  Secretary  include  information  with 
respect  to  possible  cancer  causing  characteristics  of  a  proposed  addi¬ 
tive,  the  public  will  be  protected  from  possible  harm  on  this  count. 


Grounds  for  denial  of  petition 

The  Secretary  would  deny  a  petition  to  establish  the  safety  of  an 
additive  if  the  data  before  the  Secretary  fail  to  establish  that  the 
proposed  use  of  the  additive  under  the  specified  conditions  of  use 
will  be  safe. 

The  Secretary  could  also  deny  a  petition  on  the  ground  that  the 
proposed  use  of  the  additive  would  promote  deception  of  the  con¬ 
sumer  in  violation  of  the  Food  and  Drug  Act  or  would  otherwise 
result  in  adulteration  or  in  misbranding  of  food  within  the  meaning  of 
the  Food  and  Drug  Act. 


Tolerance  limitations 

In  the  case  of  an  additive  which  in  the  judgment  of  the  Secretary 
based  upon  a  fair  evaluation  of  the  data  before  him,  requires  a  tolerance 
limitation  in  order  to  assure  that  the  proposed  use  of  such  additive 
will  be  safe,  the  legislation  establishes  two  standards: 

(1)  the  Secretary  may  not  fix  such  tolerance  limitation  at  a  level 
higher  than  he  finds  to  be  reasonably  required  to  accomplish  the 
physical  or  other  technical  effect  for  which  such  additive  is  intended; 
and 
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(2)  the  Secretary  may  not  establish  a  regulation  for  such  proposed 
use  if  he  finds  upon  a  fair  evaluation  of  the  data  before  him  that  such 
data  do  not  establish  that  such  use  would  accomplish  the  intended 
physical  or  other  technical  effect. 

The  phrase  “physical  or  other  technical  effect”  refers  to  the  objective 
effect  which  the  additive  may  have  on  the  appearance,  flavor,  texture, 
or  other  aspects  of  a  food.  The  question  of  whether  an  additive  pro¬ 
duces  such  effect  (or  how  much  of  an  additive  is  required  for  such 
effect)  is  a  factual  one,  and  does  not  involve  any  judgment  on  the  part 
of  the  Secretary  of  whether  such  effect  results  in  any  added  “value”  to 
the  consumer  of  such  food  or  enhances  the  marketability  from  a 
merchandising  point  of  view. 

Advisory  committees 

The  committee  has  deleted  the  advisory  committee  procedure  from 
the  bill  because  there  does  not  appear  to  be  any  need  for  this  compli¬ 
cated  mechanism  for  securing  the  views  of  scientists.  The  Depart¬ 
ment  already  has  the  privilege  of  making  inquiry  of  competent  outside 
scientists  on  technical  matters. 

Public  hearings 

Any  person  adversely  affected  by  an  order  of  the  Secretary  may  file 
objections  thereto  and  request  a  public  hearing.  At  such  hearings  the 
Secretary  would  receive  evidence  relevant  and  material  to  the  issues 
raised  and  would  by  order  act  upon  such  objections. 

Judicial  review 

The  committee  has  given  long  and  careful  thought  to  the  problem 
of  the  scope  of  judicial  review  under  this  legislation.  This  problem 
was  discussed  exhaustively  by  several  witnesses,  including  a  Federal 
judge  who  testified  on  behalf  of  the  Judicial  Conference  of  the  United 
States. 

The  committee  feels  that  the  Secretary’s  findings  of  fact  and  orders 
should  not  be  based  on  isolated  evidence  in  the  record,  which  evidence 
in  and  of  itself  may  be  considered  substantial  without  taking  account 
of  contradictory  evidence  of  possible  equal  or  even  greater  substance. 

In  the  course  of  the  scientific  panel  hearings,  the  subcommittee  was 
impressed  with  the  wide  range  of  scientific  judgment  factors  which  are 
involved  in  determining  the  safety  of  a  food  additive.  Considering 
the  eminent  qualifications  of  all  the  scientists  and  experts  who  par¬ 
ticipated  in  these  panel  hearings,  the  scientific  testimony  of  any  one 
of  the  participants  must  be  considered  “substantial  evidence.”  JN  ever- 
tlieless,  any  conclusions  based  solely  on  the  scientific  judgment  of  any 
one  of  the  participants  without  taking  account  of  contradictory  scien¬ 
tific  views  expressed  by  other  participants  cannot  be  considered  con¬ 
clusions  based  upon  a  fair  evaluation  of  the  entire  record. 

Thus,  under  this  legislation,  the  Secretary’s  findings  of  fact  and 
orders  based  thereon  must  be  based  upon  a  fair  evaluation  of  the 
entire  record.  The  committee  adopted  the  language  “faff  evaluation 
of  the  entire  record”  because  it  seemed  to  express  most  clearly  the 
standard  of  judicial  review  of  administrative  findings  of  fact  and  orders 
based  thereon  which  the  committee  feels  should  prevail. 

The  bill  provides  that  the  reviewing  court  shall  not  sustain  the  order 
of  the  Secretary  if  he  failed  to  base  such  order  upon  a  faff  evaluation 
of  the  entire  record  at  such  hearing,  or  if  he  failed  to  include  in  such 
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order  a  statement  setting  forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based.  The  court  must  sustain  the  findings 
of  the  Secretary  with  respect  to  questions  of  fact  if  based  upon  a  fair 
evaluation  of  the  entire  record . 

Judicial  review  of  any  order  of  the  Secretary  under  this  legislation 
may  be  obtained  in  the  United  States  court  of  appeals  for  the  circuit 
wherein  appellant  resides,  or  has  his  principal  place  of  business,  or  in 
the  United  States  Court  of  Appeals  for  the  District  of  Columbia. 

Effective  date 

This  legislation  will,  except  as  hereinafter  stated,  take  effect  on  the 
date  on  which  it  is  enacted.  Thus  the  Food  and  Drug  Administration 
can  immediately  begin  making  determinations  as  to  the  safety  of  food 
additives. 

However,  since  it  will  take  a  certain  amount  of  time  to  make  these 
determinations  of  safety,  the  provisions  of  section  3  of  the  legislation 
(which  will  have  the  effect  of  permitting  seizure,  injunction  suits,  and 
■v  criminal  prosecutions  on  account  of  the  shipment  in  interstate  com- 
jmerce  of  an  additive,  or  food  containing  an  additive,  which  has  not 
been  determined  to  be  safe)  will  not  take  effect  until  180  days  after 
the  enactment  of  this  legislation. 

A  further  exception  is  made  in  the  case  of  any  particular  commercial 
use  of  a  food  additive  if  such  use  began  before  January  1,  1958.  In 
the  case  of  such  use,  section  3  would  take  effect  either  on  the  estab¬ 
lishment  of  an  order  with  respect  to  the  safety  of  such  use,  or  18 
months  after  the  date  of  enactment  of  the  legislation  (unless  extended 
by  the  Secretary  for  not  more  than  an  additional  12  months),  which¬ 
ever  date  occurs  first. 

Meat  inspection 

The  bill  as  amended  provides  that  nothing  in  this  legislation  shall 
be  construed  to  exempt  any  meat  or  meat  food  product  or  any  person 
from  any  requirement  imposed  by  or  pursuant  to  the  Meat  Inspection 
Act  of  March  4,  1907.  This  provision  would  leave  unaffected  the 
jurisdiction  of  the  Department  of  Agriculture  with  respect  to  food 
additives  in  establishments  which  are  subject  to  the  Meat  Inspection 
Act. 

The  report  of  the  Secretary  of  Health,  Education,  and  Welfare  reads 
Yas  follows : 

The  Secretary  of  Health,  Education,  and  Welfare, 

Washington,  July  11,  1958. 

Hon.  Oren  Harris, 

Chairman,  Committee  on  Interstate  and  Foreign  Commerce, 

House  of  Representatives,  Washington,  D.  C. 

Dear  Mr.  Harris:  We  note  with  gratification  that  the  Health  and 
Science  Subcommittee  of  your  committee  has  reported  favorably  a 
chemical  food  additives  bill  based  essentially  on  H.  R.  6747.  We 
appreciate  your  great  interest  in  this  bill. 

The  subcommittee  revision  is  acceptable  to  this  Department. 

Because  of  the  urgent  public  health  need  for  legislation  requiring 
adequate  testing  of  additives  before  they  are  used  in  food,  we  hope 
your  committee  can  give  favorable  consideration  to  the  new  bill, 
H.  R.  13254,  in  time  for  it  to  be  acted  upon  by  this  session  of  Congress. 
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In  view  of  the  urgency,  this  communication  has  not  been  submitted 
to  the  Bureau  of  the  Budget  for  advice  in  accordance  with  the  usual 
procedure  on  reports. 

Sincerely  yours, 

M.  B.  Folsom,  Secretary. 

CHANGES  IN  EXISTING  LAW 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the  House  of 
Representatives,  changes  in  existing  law  made  by  the  bill,  as  intro¬ 
duced,  are  shown  as  follows  (existing  law  proposed  to  be  omitted  is 
enclosed  in  black  brackets,  new  matter  is  printed  in  italics,  existing 
law  in  which  no  change  is  proposed  is  shown  in  roman): 

FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT, 

AS  AMENDED 

AN  ACT  To  prohibit  the  movement  in  interstate  commerce  of  adulterated  and 
misbranded  food,  drugs,  devices,  and  cosmetics,  and  for  other  purposes 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the  United  States  of 

America  in  Congress  assembled, 

Chapter  I — Short  Title 

Section  1.  This  Act  may  be  cited  as  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

Chapter  II — Definitions 

Sec.  201.  For  the  purposes  of  this  Act — 

(a)  The  term  “Territory”  means  any  Territory  or  possession  of 
the  United  States,  including  the  District  of  Columbia  and  excluding 
the  Canal  Zone. 

(b)  The  term  “interstate  commerce”  means  (1)  commerce  between 
any  State  or  Territory  and  any  place  outside  thereof,  and  (2)  com¬ 
merce  within  the  District  of  Columbia  or  within  any  other  Territory 
not  organized  with  a  legislative  bod}n 

(c)  The  term  “Department”  means  the  U.  S.  Department  of  Health, 
Education,  and  Welfare. 

(d)  The  term  “Secretary”  means  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare. 

(e)  The  term  “person”  includes  individual,  partnership,  corpora¬ 
tion,  and  association. 

(f)  The  term  “food”  means  (1)  articles  used  for  food  or  drink  for 
man  or  other  animals,  (2)  chewing  gum,  and  (3)  articles  used  for 
components  of  any  such  article. 

(g)  The  term  “drug”  means  (1)  articles  recognized  in  the  official, 
United  States  Pharmacopoeia,  official  Homoeopathic  Pharmacopoeia 
of  the  United  States,  or  official  National  Formulary,  or  any  supple¬ 
ment  to  any  of  them;  and  (2)  articles  intended  for  use  in  the  diagnosis, 
cure,  mitigation,  treatment,  or  prevention  of  disease  in  man  or  other 
animals;  and  (3)  articles  (other  than  food)  intended  to  affect  the 
structure  or  any  function  of  the  body  of  man  or  other  animals;  and 
(4)  articles  intended  for  use  as  a  component  of  any  articles  specified  in 
clause  (1),  (2),  or  (3);  but  does  not  include  devices  or  their  com¬ 
ponents,  parts,  or  accessories. 
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(h)  The  term  “device”  (except  when  used  in  paragraph  (n)  of  this 
section  and  in  sections  301  (i),  403  (f),  502  (c),  and  602  (c))  means 
instruments,  apparatus,  and  contrivances,  including  their  components, 
parts,  and  accessories,  intended  (1)  for  use  in  the  diagnosis,  cure, 
mitigation,  treatment,  or  prevention  of  disease  in  man  or  other 
animals;  or  (2)  to  affect  the  structure  or  any  function  of  the  body  of 
man  or  other  animals. 

(i)  The  term  “cosmetic”  means  (1)  articles  intended  to  be  rubbed, 
poured,  sprinkled,  or  sprayed  on,  introduced  into,  or  otherwise  ap¬ 
plied  to  the  human  body  or  any  part  thereof  for  cleansing,  beautify¬ 
ing,  promoting  attractiveness,  or  altering  the  appearance,  and  (2) 
articles  intended  for  use  as  a  component  of  any  such  articles;  except 
that  such  term  shall  not  include  soap. 

(j)  The  term  “official  compendium”  means  the  official  United  States 
Pharmacopoeia,  official  Homoeopathic  Pharmacopoeia  of  the  United 
States,  official  National  Formulary,  or  any  supplement  to  any  of  them. 

(k)  The  term  “label”  means  a  display  of  written,  printed,  or  graphic 
matter  upon  the  immediate  container  of  any  article;  and  a  require¬ 
ment  made  by  or  under  authority  of  this  Act  that  any  word,  statement, 
or  other  information  appear  on  the  label  shall  not  be  considered  to  be 
complied  with  unless  such  word,  statement,  or  other  information  also 
appears  on  the  outside  container  or  wrapper,  if  any  there  be,  of  the 
retail  package  of  such  article,  or  is  easily  legible  through  the  outside 
container  or  wrapper. 

(l)  The  term  “immediate  container”  does  not  include  package  liners. 

(m)  The  term  “labeling”  means  all  labels  and  other  written, 
printed,  or  graphic  matter  (1)  upon  any  article  or  any  of  its  containers 
or  wrappers,  or  (2)  accompanying  such  article. 

(n)  If  an  article  is  alleged  to  be  misbranded  because  the  labeling 
is  misleading,  then  in  determining  whether  the  labeling  is  misleading 
there  shall  be  taken  into  account  (omong  other  things)  not  only 
representations  made  or  suggested  by  statement,  word,  design,  device, 
or  any  combination  thereof,  but  also  the  extent  to  which  the  labeling 
fails  to  reveal  facts  material  in  the  light  of  such  representations  or 
material  with  respect  to  consequences  which  may  result  from  the  use 
of  the  article  to  which  the  labeling  relates  under  the  condtions  of 
use  prescribed  in  the  labeling  thereof  or  under  such  conditions  of 
use  as  are  customary  or  usual. 

(o)  The  representation  of  a  drug,  in  its  labeling,  as  an  antiseptic 
shall  be  considered  to  be  a  representation  that  it  is  a  germicide,  except 
in  the  case  of  a  drug  purporting  to  be,  or  represented  as,  an  anti¬ 
septic  for  inhibitory  use  as  a  wet  dressing,  ointment,  dusting  powder, 
or  such  other  use  as  involves  prolonged  contact  with  the  body. 

(p)  The  term  “new  drug”  means — 

(1)  Any  drug  the  composition  of  which  is  such  that  such  drug  is 
not  generally  recognized,  among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the  safety  of  drugs,  as  safe  for 
use  under  the  conditions  prescribed,  recommended,  or  suggested  in 
the  labeling  thereof,  except  that  such  a  drug  not  so  recognized 
shall  not  be  deemed  to  be  a  “new  drug”  if  at  any  time  prior  to  the 
enactment  of  this  Act  it  was  subject  to  the  Food  and  Drugs  Act  of 
June  30,  1906,  as  amended,  and  if  at  such  time  its  labeling  con- 
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tained  the  same  representations  concerning  the  conditions  of  its 
use;  or 

(2)  Any  drug  the  composition  of  which  is  such  that  such  drug, 
as  a  result  of  investigations  to  determine  its  safety  for  use  under 
such  conditions,  has  become  so  recognized,  but  which  has  not, 
otherwise  than  in  such  investigations,  been  used  to  a  material 
ext<  nt  or  for  a  material  time  under  such  conditions. 

(q)  The  term  “pesticide  chemical”  means  any  substance  which, 
alone,  in  chemical  combination  or  in  formulation  with  one  or  more 
other  substances,  is  an  “economic  poison”  within  the  meaning  of  the 
Federal  Insecticide,  Fungicide,  and  Rodenticide  Act  (7  U.  S.  C.,  secs. 
135-1 35k),  as  now  in  force  or  as  hereafter  amended,  and  which  is  used 
in  the  production,  storage,  or  transportation  of  raw  agricultural  com¬ 
modities. 

(r)  The  term  “raw  agricultural  commodity”  means  any  food  in  its 
raw  or  natural  state,  including  all  fruits  that  are  washed,  colored,  or 
otherwise  treated  in  their  unpeeled  natural  form  prior  to  marketing. 

( s )  The  term  “food  additive ”  means  any  substance  the  intended  use  of 
which  results  or  may  reasonably  be  expected  to  result,  directly  or  indirectly, 
in  its  becoming  a  component  or  otherwise  affecting  the  characteristics  of 
any  food  ( including  any  substance  intended  for  use  in  producing,  manu¬ 
facturing,  packing,  processing,  preparing,  treating,  packaging,  transport¬ 
ing,  or  holding  food ;  and  including  any  source  of  ionizing  radiation 
intended  for  any  such  use,  if  such  substance  is  not  generally  recognized, 
among  experts  qualified  by  scientific  training  and  experience  to  evaluate 
its  toxicity  or  other  potentiality  for  harm,  as  having  been  adequately  shown 
through  scientific  procedures  (or,  in  the  case  of  a  substance  used  in  food 
prior  to  the  date  of  enactment  of  this  paragraph,  through  either  scientific 
procedures  or  experience  based  on  common  use  in  food )  to  be  safe  under 
the  conditions  of  its  intended  use;  except  that  such  term  does  not  include — 

(1)  a  pesticide  chemical  in  or  on  a  raw  agricultural  commodity;  or 

(2)  a  pesticide  chemical  to  the  extent  that  it  is  intended  for  use  in 
the  production,  storage,  or  transportation  of  any  raw  agricultural 
commodity ;  or 

(3)  any  substance  used  in  accordance  with  a  sanction  or  approval 
granted  prior  to  the  enactment  of  this  paragraph  pursuant  to  this 
Act  or  the  Meat  Inspection  Act  of  March  4,  1907  (34  Stat.  1260), 
as  amended  and  extended  (21  U.  S.  C.  71  and  the  following) . 

(t)  The  term  “safe”,  as  used  in  paragraph  (s)  of  this  section  and  in 
section  409,  means  without  hazard  to  the  health  of  man  or  animal. 

Chapter  III — Prohibited  Acts  and  Penalties 

PROHIBITED  ACTS 

Sec.  301.  The  following  acts  and  the  causing  thereof  are  hereby 
prohibited: 

(a)  The  introduction  or  delivery  for  introduction  into  interstate 
commerce  of  any  food,  drug,  device,  or  cosmetic  that  is  adulterated 
or  misbranded. 

(b)  The  adulteration  or  misbranding  of  any  food,  drug,  device, 
or  cosmetic  in  interstate  commerce. 

(c)  The  receipt  in  interstate  commerce  of  any  food,  drug,  device, 
or  cosmetic  that  is  adulterated  or  misbranded,  and  the  delivery  or 
proffered  delivery  thereof  for  pay  or  otherwise. 
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(d)  The  introduction  or  delivery  for  introduction  into  interstate 
commerce  of  any  article  in  violation  of  section  404  or  505. 

(e)  The  refusal  to  permit  access  to  or  copying  of  any  record  as 
required  by  section  703. 

(f)  The  refusal  to  permit  entry  or  inspection  as  authorized  by 
section  704. 

(g)  The  manufacture  within  any  Territory  of  any  food,  drug, 
device,  or  cosmetic  that  is  adulterated  or  misbranded. 

(h)  The  giving  of  a  guaranty  or  undertaking  referred  to  in  section 
303  (c)  (2),  which  guaranty  or  undertaking  is  false,  except  by  a  person 
who  relied  upon  a  guaranty  or  undertaking  to  the  same  effect  signed 
by,  and  containing  the  name  and  address  of,  the  person  residing 
in  the  United  States  from  whom  he  received  in  good  faith  the  food, 
drug,  device,  or  cosmetic;  or  the  giving  of  a  guaranty  or  undertaking 
referred  to  in  section  303  (c)  (3),  which  guaranty  or  undertaking  is 
false. 

(i)  Forging,  counterfeiting,  simulating,  or  falsely  representing,  or 
)  without  proper  authority  using  any  mark,  stamp,  tag,  label,  or  other 
7  identification  device  authorized  or  required  by  regulations  promul¬ 
gated  under  the  provisions  of  section  404,  406  (b),  504,  506,  507,  or  604. 

(j)  The  using  by  any  person  to  his  own  advantage,  or  revealing, 
other  than  to  the  Secretary  or  officers  or  employees  of  the  Department, 
or  to  the  courts  when  relevant  in  any  judicial  proceeding  under  this 
Act,  any  information  acquired  under  authority  of  section  404,  409, 
505,  506,  507,  or  704  concerning  any  method  or  process  which  as  a 
trade  secret  is  entitled  to  protection. 

******* 

Chapter  IV — Food 

DEFINITIONS  AND  STANDARDS  FOR  FOOD 

Sec.  401.  Whenever  in  the  judgment  of  the  Secretary  such  action 
will  promote  honesty  and  fair  dealing  in  the  interest  of  con¬ 
sumers,  he  shall  promulgate  regulations  fixing  and  establishing  for 
any  food,  under  its  common  or  usual  name  so  far  as  practicable,  a 
reasonable  definition  and  standard  of  identity,  a  reasonable  standard 
\  of  quality,  and/or  reasonable  standards  of  fill  of  container:  Provided, 
*  That  no  definition  and  standard  of  identity  and  no  standard  of  quality 
shall  be  established  for  fresh  or  dried  fruits,  fresh  or  dried  vegetables, 
or  butter,  except  that  definitions  and  standards  of  identity  may  be 
established  for  avocados,  cantaloupes,  citrus  fruits,  and  melons.  In 
prescribing  any  standard  of  fill  of  container,  the  Secretary  shall 
give  due  consideration  to  the  natural  shrinkage  in  storage  and  in 
transit  of  fresh  natural  food  and  to  need  for  the  necessary  packing  and 
protective  material.  In  the  prescribing  of  any  standard  of  quality  for 
any  canned  fruit  or  canned  vegetable,  consideration  shall  be  given  and 
due  allowance  made  for  the  differing  characteristics  of  the  several 
varieties  of  such  fruit  or  vegetable.  In  prescribing  a  definition  and 
standard  of  identity  for  any  food  or  class  of  food  in  which  optional 
ingredients  are  permitted,  the  Secretary  shall,  for  the  purpose  of 
promoting  honesty  and  fair  dealing  in  the  interest  of  consumers,  desig¬ 
nate  the  optional  ingredients  which  shall  be  named  on  the  label.  Any 
definition  and  standard  of  identity  prescribed  by  the  Secretary  for 
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avocados,  cantaloupes,  citrus  fruits,  or  melons  shall  relate  only  to 
maturity  and  to  the  effects  of  freezing. 

ADULTERATED  FOOD 

Sec.  402.  A  food  shall  be  deemed  to  be  adulterated — 

(a)  (1)  If  it  bears  or  contains  any  poisonous  or  deleterious  sub¬ 
stance  which  may  render  it  injurious  to  health;  but  in  case  the  sub¬ 
stance  is  not  an  added  substance  such  food  shall  not  be  considered 
adulterated  under  this  clause  if  the  quantity  of  such  substance  in  such 
food  does  not  ordinarily  render  it  injurious  to  health;  or  (2)  {A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious  substance, 
[except]  ( except  a  pesticide  chemical  in  or  on  a  raw  agricultural 
[commodity,]  commodity  and  except  food  additive )  which  is  unsafe 
within  the  meaning  of  section  406,  or  ( B )  if  it  is  a  raw  agricultural 
commodity  and  it  bears  or  contains  a  pesticide  chemical  which  is 
unsafe  within  the  meaning  of  section  [408  (a)]  408  (a),  or  (C)  if 
it  is,  or  it  bears  or  contains,  any  food  additive  which  is  unsafe  within  the 
meaning  of  section  409:  Provided,  That  where  a  pesticide  chemical  has 
been  used  in  or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section  408  and  such 
raw  agricultural  commodity  has  been  subjected  to  processing  by  cooking, 
freezing,  dehydrating ,  or  milling,  the  residue  of  such  pesticide  chemical 
remaining  in  or  on  such  processed  food  shall,  notwithstanding  the  pro¬ 
visions  of  sections  406  and  409,  not  be  deemed  unsafe  if  such  residue  in 
or  on  the  raw  agricultural  commodity  has  been  removed  to  the  extent 
possible  in  good  manufacturing  practice  and  the  concentration  of  such 
residue  in  the  processed  food  when  ready  to  eat  is  not  greater  than  the 
tolerance  prescribed  for  the  raw  agricultural  commodity,  or  (3)  if  it  con¬ 
sists  in  whole  or  in  part  of  any  filthy,  putrid,  or  decomposed  sub¬ 
stance,  or  if  it  is  otherwise  unfit  for  food;  or  (4)  if  it  has  been  pre¬ 
pared,  packed,  or  held  under  insanitary  conditions  whereby  it  may 
have  become  contaminated  with  filth,  or  whereby  it  may  have  been 
rendered  injurious  to  health;  or  (5)  if  it  is,  in  whole  or  in  part,  the 
product  of  a  diseased  animal  or  of  an  animal  which  has  died  other¬ 
wise  than  by  slaughter;  or  (6)  if  its  container  is  composed,  in  whole 
or  in  part,  of  any  poisonous  or  deleterious  substance  which  may  render 
the  contents  injurious  to  health;  or  (7)  if  it  has  been  intentionally 
subjected  to  ionizing  radiation,  unless  the  use  of  the  ionizing  radiation 
was  in  conformity  with  a  regulation  or  exemption  in  effect  pursuant  to 
section  409. 

(b)  (1)  If  any  valuable  constituent  has  been  in  whole  or  in  part 
omitted  or  abstracted  therefrom;  or  (2)  if  any  substance  has  been 
substituted  wholly  or  in  part  therefor;  or  (3)  if  damage  or  inferior¬ 
ity  has  been  concealed  in  any  manner;  or  (4)  if  any  substance  has 
been  added  thereto  or  mixed  or  packed  therewith  so  as  to  increase  its 
bulk  or  weight,  or  reduce  its  quality  or  strength,  or  make  it  appear 
better  or  of  greater  value  than  it  is. 

(c)  If  it  bears  or  contains  a  coal-tar  color  other  than  one  from  a 
batch  that  has  been  certified  in  accordance  with  regulations  as  pro¬ 
vided  by  section  406:  Provided,  That  this  paragraph  shall  not  apply 
to  citrus  fruit  bearing  or  containing  a  coal-tar  color  if  application  for 
listing  of  such  color  has  been  made  under  this  Act  and  such  applica¬ 
tion  has  not  been  acted  on  by  the  Secretary,  if  such  color  was  com¬ 
monly  used  prior  to  the  enactment  of  this  Act  for  the  purpose  of 
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coloring  citrus  fruit:  Provided  further,  That  this  paragraph  shall  not 
apply  to  oranges  meeting  minimum  maturity  standards  established  by 
or  under  the  laws  of  the  States  in  which  the  oranges  were  grown  and 
not  intended  for  processing  (other  than  oranges  designated  by  the 
trade  as  ‘packing  house  elimination’),  the  skins  of  which  have  been 
colored  at  any  time  prior  to  March  1,  1959,  with  the  coal-tar  color 
certified  prior  to  the  enactment  of  this  proviso  as  F.  D.  &  C.  Red  32, 
or  certified  after  such  enactment  as  External  D.  &  C.  Red  14  in 
accordance  wdth  section  21,  Code  of  Federal  Regulations,  part  9:  And 
provided  further,  That  the  preceding  proviso  shall  have  no  further 
effect  if  prior  to  March  1,  1959,  another  coal-tar  color  suitable  for 
coloring  oranges  is  listed  under  section  406. 

(d)  If  it  is  confectionery,  and  it  bears  or  contains  any  alcohol  or 
nonnutritive  article  or  substance  except  harmless  coloring,  harmless 
flavoring,  harmless  resinous  glaze  not  in  excess  of  four-tenths  of  1 
per  centum,  natural  gum,  and  pectin:  Provided,  That  this  paragraph 
shall  not  apply  to  any  confectionery  by  reason  of  its  containing  less 
than  one-half  of  1  per  centum  by  volume  of  alcohol  derived  solely 
from  the  use  of  flavoring  extracts,  or  to  any  chewing  gum  by  reason 
of  its  containing  harmless  nonnutritive  masticatory  substances. 

(e)  If  it  is  oleomargarine  or  margarine  or  butter  and  any  of  the 
raw  material  used  therein  consisted  in  whole  or  in  part  of  any  filthy, 
putrid,  or  decomposed  substance,  or  such  oleomargarine  or  margarine 
or  butter  is  otherwise  unfit  for  food. 

MISBRANDED  FOOD 

Sec.  403.  A  food  shall  be  deemed  to  be  misbranded — 

(a)  If  its  labeling  is  false  or  misleading  in  any  particular. 

(b)  If  it  is  offered  for  sale  under  the  name  of  another  food. 

(c)  If  it  is  an  imitation  of  another  food,  unless  its  label  bears,  in 
type  of  uniform  size  and  prominence,  the  word  “imitation”  and, 
immediately  thereafter,  the  name  of  the  food  imitated. 

(d)  If  its  container  is  so  made,  formed,  or  filled  as  to  be  misleading. 

(e)  If  in  package  form  unless  it  bears  a  label  containing  (1)  the 
name  and  place  of  business  of  the  manufacturer,  packer,  or  distribu¬ 
tor;  and  (2)  an  accurate  statement  of  the  quantity  of  the  contents  in 
terms  of  weight,  measures,  or  numerical  count:  Provided,  That  under 
clause  (2)  of  this  paragraph  reasonable  variations  shall  be  permitted, 
and  exemptions  as  to  small  packages  shall  be  established,  by  regula¬ 
tions  prescribed  by  the  Secretary. 

(f)  If  any  word,  statement,  or  other  information  required  by  or 
under  authority  of  this  Act  to  appear  on  the  label  or  labeling  is  not 
prominently  placed  thereon  with  such  conspicuousness  (as  compared 
with  other  words,  statements,  designs,  or  devices,  in  the  labeling)  and 
in  such  terms  as  to  render  it  likely  to  be  read  and  understood  by  the 
ordinary  individual  under  customary  conditions  of  purchase  and  use. 

(g)  If  it  purports  to  be  or  is  represented  as  a  food  for  which  a 
definition  and  standard  of  identity  has  been  prescribed  by  regulations 
as  provided  by  section  401,  unless  (1)  it  conforms  to  such  definition 
and  standard,  and  (2)  its  label  bears  the  name  of  the  food  specified  in 
the  definition  and  standard,  and,  insofar  as  may  be  required  by  such 
regulations,  the  common  names  of  optional  ingredients  (other  than 
spices,  flavoring,  and  coloring)  present  in  such  food. 
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(h)  If  it  purports  to  be  or  is  represented  as — 

(1)  a  food  for  which  a  standard  of  quality  has  been  prescribed 
by  regulations  as  provided  by  section  401,  and  its  quality  falls 
below  such  standard,  unless  its  label  bears,  in  such  manner  and 
form  as  such  regulations  specify,  a  statement  that  it  falls  below 
such  standard;  or 

(2)  a  food  for  which  a  standard  or  standards  of  fill  of  container 
have  been  prescribed  by  regulations  as  provided  by  section  401, 
and  it  falls  below  the  standard  of  fill  of  container  applicable 
thereto,  unless  its  label  bears,  in  such  manner  and  form  as  such 
regulations  specify,  a  statement  that  it  falls  below  such  standard. 

(i)  If  it  is  not  subject  to  the  provisions  of  paragraph  (g)  of  this 
section  unless  its  label  bears  (1)  the  common  or  usual  name  of  the 
food,  if  any  there  be,  and  (2)  in  case  it  is  fabricated  from  two  or  more 
ingredients,  the  common  or  usual  name  of  each  such  ingredient; 
except  that  spices,  flavoiings,  and  colorings,  other  than  those  sold  as 
such,  may  be  designated  as  spices,  flavorings,  and  colorings  without 
naming  each:  Provided ,  That,  to  the  extent  that  compliance  with  the 
requirements  of  clause  (2)  of  this  paragraph  is  impracticable,  or 
results  in  deception  or  unfair  competition,  exemptions  shall  be 
established  by  regulations  promulgated  bj7’  the  Secretary. 

(j)  If  it  purports  to  be  or  is  represented  for  special  dietary  uses, 
unless  its  label  bears  such  information  concerning  its  vitamin,  min¬ 
eral,  and  other  dietary  properties  as  the  Secretary  determines  to  be, 
and  by  regulations  prescribes  as,  necessary  in  order  fully  to  inform 
purchasers  as  to  its  value  for  such  uses. 

(k)  If  it  bears  or  contains  any  artificial  flavoring,  artificial  coloring, 
or  chemical  preservative,  unless  it  bears  labeling  stating  that  fact: 
Provided ,  That  to  the  extent  that  compliance  with  the  requirements 
of  this  paragraph  is  impracticable,  exemptions  shall  be  established 
by  regulations  promulgated  by  the  Secretary.  The  provisions  of  this 
paragraph  and  paragraphs  (g)  and  (i)  with  respect  to  artificial  coloring 
shall  not  apply  in  the  case  of  butter,  cheese,  or  ice  cream. 

EMERGENCY  PERMIT  CONTROL 

Sec.  404.  (a)  Whenever  the  Secretary  finds  after  investigation 
that  the  distribution  in  interstate  commerce  of  any  class  of  food 
may,  by  reason  of  contamination  with  micro-organisms  during  the 
manufacture,  processing,  or  packing  thereof  in  any  locality,  be  in¬ 
jurious  to  health,  and  that  such  injurious  nature  cannot  be  adequately 
determined  after  such  articles  have  entered  interstate  commerce,  he 
then,  and  in  such  case  only,  shall  promulgate  regulations  providing  for 
the  issuance,  to  manufacturers,  processors,  or  packers  of  such  class  of 
food  in  such  locality,  of  permits  to  which  shall  be  attached  such  con¬ 
ditions  governing  the  manufacture,  processing,  or  packing  of  such 
class  of  food,  for  such  temporary  period  of  time,  as  may  be  necessary 
to  protect  the  public  health;  and  after  the  effective  date  of  such  regu¬ 
lations,  and  during  such  temporary  period,  no  person  shall  introduce 
or  deliver  for  introduction  into  interstate  commerce  any  such  food 
manufactured,  processed,  or  packed  by  any  such  manufacturer, 
processor,  or  packer  unless  such  manufacturer,  processor,  or  packer 
holds  a  permit  issued  by  the  Secretary  as  provided  by  such  regulations. 

(b)  The  Secretary  is  authorized  to  suspend  immediately  upon 
notice  any  permit  issued  under  authority  of  this  section  if  it  is  found 
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that  any  of  the  conditions  of  the  permit  have  been  violated.  The 
holder  of  a  permit  so  suspended  shall  be  privileged  at  any  time  to 
apply  for  the  reinstatement  of  such  permit,  and  the  Secretary  shall, 
immediately  after  prompt  hearing  and  an  inspection  of  the  establish, 
ment,  reinstate  such  permit  if  it  is  found  that  adequate  measm-es  have 
been  taken  to  comply  with  and  maintain  the  conditions  of  the  permit, 
as  originally  issued  or  as  amended. 

(c)  Any  officer  or  employer  duly  designated  by  the  Secretary 
shall  have  access  to  any  factory  or  establishment,  the  operator  of  which 
holds  a  permit  from  the  Secretary,  for  the  purpose  of  ascertaining 
whether  or  not  the  conditions  of  the  permit  are  being  complied  with, 
and  denial  of  access  for  such  inspection  shall  be  ground  for  suspension 
of  the  permit  until  such  access  is  freely  given  by  the  operator. 

REGULATIONS  MAKING  EXEMPTIONS 

Sec.  405.  The  Secretary  shall  promulgate  regulations  exempt¬ 
ing  from  any  labeling  requirement  of  this  Act  (1)  small  open  con¬ 
tainers  of  fresh  fruits  and  fresh  vegetables  and  (2)  food  which  is,  in 
accordance  with  the  practice  of  the  trade,  to  be  processed,  labeled,  or 
repacked  in  substantial  quantities  at  establishments  other  than  those 
where  originally  processed  or  packed,  on  condition  that  such  food  is 
not  adulterated  or  misbranded  under  the  provisions  of  this  Act  upon 
removal  from  such  processing,  labeling,  or  repacking  establishment. 

TOLERANCES  FOR  POISONOUS  INGREDIENTS  IN  FOOD  AND  CERTIFICATION 
OF  COAL-TAR  COLORS  FOR  FOOD 

Sec.  406.  (a)  Any  poisonous  or  deleterious  substance  added  to  any 
food,  except  where  such  substance  is  required  in  the  production 
thereof  or  cannot  be  avoided  by  good  manufacturing  practice  shall 
be  deemed  to  be  unsafe  for  purposes  of  the  application  of  clause  (2)  (A) 
of  section  402  (a) ;  but  when  such  substance  is  so  required  or  cannot 
be  so  avoided,  the  Secretary  shall  promulgate  regulations 3  limit¬ 
ing  the  quantity  therein  or  thereon  to  such  extent  as  he  finds  necessary 
for  the  protection  of  public  health,  and  any  quantity  exceeding  the 
limits  so  fixed  shall  also  be  deemed  to  be  unsafe  for  purposes  of  the 
application  of  clause  (2)  ( A )  of  section  402  (a) .  While  such  a  regula¬ 
tion  is  in  effect  limiting  the  quantity  of  any  such  substance  in  the 
case  of  any  food,  such  food  shall  not,  by  reason  of  bearing  or  con¬ 
taining  any  added  amount  of  such  substance,  be  considered  to  be 
adulterated  within  the  meaning  of  clause  (1)  of  section  402  (a).  In 
determining  the  quantity  of  such  added  substance  to  be  tolerated  in 
or  on  different  articles  of  food  the  Secretary  shall  take  into  account 
the  extent  to  which  the  use  of  such  substance  is  required  or  camiot 
be  avoided  in  the  production  of  each  such  article,  and  the  other  ways 
in  wdiich  the  consumer  may  be  affected  by  the  same  or  other  poisonous 
or  deleterious  substances. 

(b)  The  Secretary  shall  promulgate  regulations  providing  for  the 
listing  of  coal-tar  colors  4  which  are  harmless  and  suitable  for  use  in 
food  and  for  the  certification  of  batches  of  such  colors,  with  or  without 
harmless  diluents. 
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COLORED  OLEOMARGARINE 


Sec.  407  (a).  Colored  oleomargarine  or  colored  margarine  which  is 
sold  in  the  same  State  or  Territory  in  which  it  is  produced  shall  be 
subject  in  the  same  manner  and  to  the  same  extent  to  the  provisions 
of  this  Act  as  if  it  had  been  introduced  in  interstate  commerce. 

(b)  No  person  shall  sell,  or  offer  for  sale,  colored  oleomargarine  or 
colored  margarine  unless — - 

(1)  such  oleomargarine  or  margarine  is  packaged, 

(2)  the  net  weight  of  the  contents  of  any  package  sold  in  a 
retail  establishment  is  one  pound  or  less, 

(3)  there  appears  on  the  label  of  the  package  (A)  the  word 
“oleomargarine”  or  “margarine”  in  type  or  lettering  at  least  as 
large  as  any  other  type  or  lettering  on  such  label,  and  (B)  a  full 
and  accurate  statement  of  all  the  ingredients  contained  in  such 
oleomargarine  or  margarine,  and 

(4)  each  part  of  the  contents  of  the  package  is  contained  in  a 
wrapper  which  bears  the  word  “oleomargarine”  or  “margarine”^ 
in  type  or  lettering  not  smaller  than  20-point  type. 

The  requirements  of  this  subsection  shall  be  in  addition  to  and  not 
in  lieu  of  any  of  the  other  requirements  of  this  Act. 

(c)  No  person  shall  possess  in  a  form  ready  for  serving  colored 
oleomargarine  or  colored  margarine  at  a  public  eating  place  unless 
a  notice  that  oleomargarine  or  margarine  is  served  is  displayed 
prominently  and  conspicuously  in  such  place  and  in  such  manner  as 
to  render  it  likely  to  be  read  and  understood  by  the  ordinary  individual 
being  served  in  such  eating  place  or  is  printed  or  is  otherwise  set  forth 
on  the  menu  in  type  or  lettering  not  smaller  than  that  normally  used 
to  designate  the  serving  of  other  food  items.  No  person  shall  serve 
colored  oleomargarine  or  colored  margarine  at  a  public  eating  place, 
whether  or  not  any  charge  is  made  therefor,  unless  (1)  each  separate 
serving  bears  or  is  accompanied  by  labeling  identifying  it  as  oleo¬ 
margarine  or  margarine,  or  (2)  each  separate  serving  thereof  is 
triangular  in  shane. 

(d)  Colored  oleomargarine  or  colored  margarine  when  served  with 
meals  at  a  public  eating  place  shall  at  the  time  of  such  service  be 
exempt  from  the  labeling  requirements  of  section  403  (except  (a)  and 
403  (f))  if  it  complies  with  the  requirements  of  subsection  (b)  of  this^ 
section. 

(e)  For  the  purpose  of  this  section  colored  oleomargarine  or  colored 
margarine  is  oleomargarine  or  margarine  having  a  tint  or  shade  con¬ 
taining  more  than  one  and  six-tenths  degrees  of  yellow,  or  of  yellow 
and  red  collectively,  but  with  an  excess  of  yellow  over  red,  measured 
in  terms  of  Lovibond  tintometer  scale  or  its  equivalent. 


TOLERANCES  FOR  PESTICIDE  CHEMICALS  IN  OR  ON  RAW  AGRICULTURAL 

COMMODITIES 

Sec.  408.  (a)  Any  poisonous  or  deleterious  pesticide  chemical,  or 
any  pesticide  chemical  which  is  not  generally  recognized,  among 
experts  qualified  by  scientific  training  and  experience  to  evaluate  the 
safety  of  pesticide  chemicals,  as  safe  for  use,  added  to  a  raw  agri¬ 
cultural  commodity,  shall  be  deemed  unsafe  for  the  purposes  of  the 
application  of  clause  (2)  of  section  402  (a)  unless— 
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(1)  a  tolerance  for  such  pesticide  chemical  in  or  on  the  raw 
agricultural  commodity  has  been  prescribed  by  the  Secretary  of 
Health,  Education,  and  Welfare  under  this  section  and  the 
quantity  of  such  pesticide  chemical  in  or  on  the  raw  agricultural 
commodity  is  within  the  limits  of  the  tolerance  so  prescribed ;  or 

(2)  with  respect  to  use  in  or  on  such  raw  agricultural  com¬ 
modity,  the  pesticide  chemical  has  been  exempted  from  the 
requirement  of  a  tolerance  by  the  Secretary  under  this  section. 

While  a  tolerance  or  exemption  from  tolerance  is  in  effect  for  a  pesti¬ 
cide  chemical  with  respect  to  any  raw  agricultural  commodity,  such 
raw  agricultural  commodity  shall  not,  by  reason  of  bearing  or  con¬ 
taining  any  added  amount  of  such  pesticide  chemical,  be  considered  to 
be  adulterated  within  the  meaning  of  clause  (1)  of  section  402  (a). 

(b)  The  Secretary  shall  promulgate  regulations  establishing  toler¬ 
ances  with  respect  to  the  use  in  or  on  raw  agricultural  commodities 
of  poisonous  or  deleterious  pesticide  chemicals  and  of  pesticide  chemi¬ 
cals  which  are  not  generally  recognized,  among  experts  qualified  by 
scientific  training  and  experience  to  evaluate  the  safety  of  pesticide 
chemicals,  as  safe  for  use,  to  the  extent  necessary  to  protect  the  public 
health.  In  establishing  any  such  regulation,  the  Secretary  shall  give 
appropriate  consideration,  among  other  relevant  factors,  (1)  to  the 
necessity  for  the  production  of  an  adequate,  wholesome,  and  economi¬ 
cal  food  supply;  (2)  to  the  other  ways  in  which  the  consumer  may  be 
affected  by  the  same  pesticide  chemical  or  by  other  related  substances 
that  are  poisonous  or  deleterious;  and  (3)  to  the  opinion  of  the 
Secretary  of  Agriculture  as  submitted  with  a  certification  of  usefulness 
under  subsection  (1)  of  this  section.  Such  regulations  shall  be  pro¬ 
mulgated  in  the  manner  prescribed  in  subsection  (d)  or  (e)  of  this 
section.  In  carrying  out  the  provisions  of  this  section  relating  to  the 
establishment  of  tolerances,  the  Secretary  may  establish  the  tolerance 
applicable  wuth  respect  to  the  use  of  any  pesticide  chemical  in  or  on 
any  raw  agricultural  commodity  at  zero  level  if  the  scientific  data 
before  the  Secretary  does  not  justify  the  establishment  of  a  greater 
tolerance. 

(c)  The  Secretary  shall  promulgate  regulations  exempting  any 
pesticide  chemical  from  the  necessity  of  a  tolerance  with  respect  to  use 
in  or  on  any  or  all  raw  agricultural  commodities  when  such  a  tolerance 
is  not  necessary  to  protect  the  public  health.  Such  regulations  shall 
be  promulgated  in  the  manner  prescribed  in  subsection  (d)  or  (e)  of 
this  section. 

(d)  (1)  Any  person  who  has  registered,  or  who  has  submitted  an 
application  for  the  registration  of,  an  economic  poison  under  the 
Federal  Insecticide,  Fungicide,  and  Rodenticide  Act  may  file  with 
the  Secretary  of  Health,  Education,  and  Welfare,  a  petition  proposing 
the  issuance  of  a  regulation  establishing  a  tolerance  for  a  pesticide 
chemical  which  constitutes,  or  is  an  ingredient  of,  such  economic 
poison,  or  exempting  the  pesticide  chemical  from  the  requirement  of  a 
tolerance.  The  petition  shall  contain  data  showing — 

(A)  the  name,  chemical  identity,  and  composition  of  the 
pesticide  chemical; 

(B)  the  amount,  frequency,  and  time  of  application  of  the 
pesticide  chemical; 

(C)  full  reports  of  investigations  made  with  respect  to  the 
safety  of  the  pesticide  chemical; 
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(D)  the  results  of  tests  on  the  amount  of  residue  remaining, 
including  a  description  of  the  analytical  methods  used; 

(E)  practicable  methods  for  removing  residue  which  exceeds 
any  proposed  tolerance; 

(F)  proposed  tolerances  for  the  pesticide  chemical  if  toler¬ 
ances  are  proposed;  and 

(G)  reasonable  grounds  in  support  of  the  petition. 

Samples  of  the  pesticide  chemical  shall  be  furnished  to  the  Secretary 
upon  request.  Notice  of  the  filing  of  such  petition  shall  be  published 
in  general  terms  by  the  Secretary  within  thirty  days  after  filing.  Such 
notice  shall  include  the  analytical  methods  available  for  the  determina¬ 
tion  of  the  residue  of  the  pesticide  chemical  for  which  a  tolerance  or 
exemption  is  proposed. 

(2)  Within  ninety  days  after  a  certification  of  usefulness  by  the 
Secretary  of  Agriculture  under  subsection  (1)  with  respect  to  the 
pesticide  chemical  named  in  the  petition,  the  Secretary  of  Health, 
Education,  and  Welfare  shall,  after  giving  due  consideration  to  the 
data  submitted  in  the  petition  or  otherwise  before  him,  by  order  C* 
make  public  a  regulation — 

(A)  establishing  a  tolerance  for  the  pesticide  chemical  named 
in  the  petition  for  the  purposes  for  which  it  is  so  certified  as 
useful,  or 

(B)  exempting  the  pesticide  chemical  from  the  necessity  of  a 
tolerance  for  such  purposes, 

unless  within  such  ninety-day  period  the  person  filing  the  petition 
requests  that  the  petition  be  referred  to  an  advisory  committee  or  the 
Secretary  within  such  period  otherwise  deems  such  referral  necessary, 
in  either  of  which  events  the  provisions  of  paragraph  (3)  of  this 
subsection  shall  apply  in  lieu  hereof. 

(3)  In  the  event  that  the  person  filing  the  petition  requests,  within 
ninety  days  after  a  certification  of  usefulness  by  the  Secretary  of 
Agriculture  under  subsection  (1)  with  respect  to  the  pesticide  chemical 
named  in  the  petition,  that  the  petition  be  referred  to  an  advisory 
committee,  or  in  the  event  the  Secretary  of  Health,  Education,  and 
Welfare  within  such  period  otherwise  deems  such  referral  necessary, 
the  Secretary  of  Health,  Education,  and  Welfare  shall  forthwith  sub¬ 
mit  the  petition  and  other  data  before  him  to  an  advisory  committee  to 
be  appointed  in  accordance  with  subsection  (g)  of  this  section.  As 
soon  as  practicable  after  such  referral,  but  not  later  than  sixty  days  '*■' 
thereafter,  unless  extended  as  hereinafter  provided,  the  committee 
shall,  after  independent  study  of  the  data  submitted  to  it  by  the  Secre¬ 
tary  and  other  data  before  it,  certify  to  the  Secretary  a  report  and 
recommendations  on  the  proposal  in  the  petition  to  the  Secretary, 
together  with  all  underlying  data  and  a  statement  of  the  reasons  or 
basis  for  the  recommendations.  The  sixty-day  period  provided  for 
herein  may  be  extended  by  the  advisory  committee  for  an  additional 
thirty  days  if  the  advisory  committee  deems  this  necessary.  Within 
thirty  days  after  such  certification,  the  Secretary  shall,  after  giving 
due  consideration  to  all  data  then  before  him,  including  such  report, 
recommendations,  underlying  data,  and  statement,  by  order  make 
public  a  regulation — 

(A)  establishing  a  tolerance  for  the  pesticide  chemical  named 
in  the  petition  for  the  purposes  for  which  it  is  so  certified  as  use¬ 
ful;  or 
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(B)  exempting  the  pesticide  chemical  from  the  necessity  of  a 
tolerance  for  such  purposes. 

(4)  The  regulations  published  under  paragraph  (2)  or  (3)  of  this 
subsection  will  be  effective  upon  publication. 

(5)  Within  thirty  days  after  publication,  any  person  adversely 
affected  by  a  regulation  published  pursuant  to  paragraph  (2)  or  (3) 
of  this  subsection,  or  pursuant  to  subsection  (e),  may  file  objections 
thereto  with  the  Secretary,  specifying  with  particularity  the  pro¬ 
visions  of  the  regulation  deemed  objectionable,  stating  reasonable 
grounds  therefor,  and  requesting  a  public  hearing  upon  such  objec¬ 
tions.  A  copy  of  the  objections  filed  by  a  person  other  than  the  peti¬ 
tioner  shall  be  served  on  the  petitioner,  if  the  regulation  was  issued 
pursuant  to  a  petition.  The  petitioner  shall  have  two  weeks  to  make 
a  written  reply  to  the  objections.  The  Secretary  shall  thereupon,  after 
due  notice,  hold  such  public  heari  lg  for  the  purpose  of  receiving  evi¬ 
dence  relevant  and  material  to  the  issues  raised  by  such  objections. 
Any  report,  recommendations,  underlying  data,  and  reasons  certified 
to  the  Secretary  by  an  advisory  committee  shall  be  made  a  part  of  the 
record  of  the  hearing,  if  relevant  and  material,  subject  to  the  provisions 
of  section  7  (c)  of  the  Administrative  Procedure  Act  (5  U.  S.  C., 
sec.  1006  (c)).  The  National  Academy  of  Sciences  shall  designate  a 
member  of  the  advisory  committee  to  appear  and  testify  at  any  such 
hearing  with  respect  to  the  report  and  recommendations  of  such  com¬ 
mittee  upon  request  of  the  Secretary,  the  petitioner,  or  the  officer  con¬ 
ducting  the  hearing:  Provided ,  That  this  shall  not  preclude  any  other 
member  of  the  advisory  committee  from  appearing  and  testifying  at 
such  hearing.  As  soon  as  practicable  after  completion  of  the  hearing, 
the  Secretary  shall  act  upon  such  objections  and  by  order  make  public 
a  regulation.  Such  regulation  shall  be  based  only  on  substantial  evi¬ 
dence  of  record  at  such  hearing,  including  any  report,  recommenda¬ 
tions,  underlying  data,  and  reasons  certified  to  the  Secretary  by  an 
advisory  committee,  and  shall  set  forth  detailed  findings  of  fact  upon 
which  the  regulation  is  based.  No  such  order  shall  take  effect  prior 
to  the  ninetieth  day  after  its  publication,  unless  the  Secretary  finds 
that  emergency  conditions  exist  necessitating  an  earlier  effective  date, 
in  which  event  the  Secretaiy  shall  specify  in  the  order  his  findings 
as  to  such  conditions. 

(e)  The  Secretary  may  at  any  time,  upon  his  own  initiative  or  upon 
the  request  of  any  interested  person,  propose  the  issuance  of  a  regula¬ 
tion  establishing  a  tolerance  for  a  pesticide  chemical  or  exempting  it 
from  the  necessity  of  a  tolerance.  Thirty  days  after  publication  of 
such  a  proposal,  the  Secretary  may  by  order  publish  a  regulation  based 
upon  the  proposal  which  shall  become  effective  upon  publication  unless 
within  such  thirty-day  period  a  person  who  has  registered,  or  who 
has  submitted  an  application  for  the  registration  of,  an  economic 
poison  under  the  Federal  Insecticide,  Fungicide,  and  Roden ticide  Act 
containing  the  pesticide  chemical  named  in  the  proposal,  requests  that 
the  proposal  be  referred  to  an  advisory  committee.  In  the  event  of 
such  a  request,  the  Secretary  shall  forthwith  submit  the  proposal  and 
other  relevant  data  before  him  to  an  advisory  committee  to  be  ap¬ 
pointed  in  accordance  with  subsection  (g)  of  this  section.  As  soon  as 
practicable  after  such  referral,  but  not  later  than  sixty  days  there¬ 
after,  unless  extended  as  hereinafter  provided,  the  committee  shall, 
after  independent  study  of  the  data  submitted  to  it  by  the  Secretary 
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and  other  data  before  it,  certify  to  the  Secretary  a  report  and  recom¬ 
mendations  on  the  proposal  together  with  all  underlying  data  and  a 
statement  of  the  reasons  or  basis  for  the  recommendations.  The 
sixty-day  period  provided  for  herein  may  be  extended  by  the  advisory 
committee  for  an  additional  thirty  days  if  the  advisory  committee 
deems  this  necessary.  Within  thirty  days  after  such  certification,  the 
Secretary  may,  after  giving  due  consideration  to  all  data  before  him, 
including  such  report,  recommendations,  underlying  data  and  state¬ 
ment,  by  order  publish  a  regulation  establishing  a  tolerance  for  the 
pesticide  chemical  named  in  the  proposal  or  exempting  it  from  the 
necessity  of  a  tolerance  which  shall  become  effective  upon  publication. 
Regulations  issued  under  this  subsection  shall  upon  publication  be 
subject  to  paragraph  (5)  of  subsection  (d). 

(f)  All  data  submitted  to  the  Secretary  or  to  an  advisory  com¬ 
mittee  in  support  of  a  petition  under  this  section  shall  be  considered 
confidential  by  the  Secretary  and  by  such  advisory  committee  until 
publication  of  a  regulation  under  paragraph  (2)  or  (3)  of  subsection 
(d)  of  this  section.  Until  such  publication,  such  data  shall  not  be 
revealed  to  any  person  other  than  those  authorized  by  the  Secretary 
or  by  an  advisory  committee  in  the  carrying  out  of  their  official  duties 
under  this  section. 

(g)  Whenever  the  referral  of  a  petition  or  proposal  to  an  advisory 
committee  is  requested  under  this  section,  or  the  Secretary  otherwise 
deems  such  referral  necessary  the  Secretary  shall  forthwith  appoint 
a  committee  of  competent  experts  to  review  the  petition  or  proposal 
and  to  make  a  report  and  recommendations  thereon.  Each  such 
advisory  committee  shall  be  composed  of  experts,  qualified  in  the 
subject  matter  of  the  petition  and  of  adequately  diversified  pro¬ 
fessional  background  selected  by  the  National  Academy  of  Sciences 
and  shall  include  one  or  more  representatives  from  land-grant  colleges. 
The  size  of  the  committee  shall  be  determined  by  the  Secretary. 
Members  of  an  advisory  committee  shall  receive  as  compensation  for 
their  services  a  reasonable  per  diem,  which  the  Secretary  shall  by  rules 
and  regulations  prescribe,  for  time  actually  spent  in  the  work  of  the 
committee,  and  shall  in  addition  be  reimbursed  for  their  necessary 
traveling  and  subsistence  expenses  while  so  serving  away  from  their 
places  of  residence.  The  members  shall  not  be  subject  to  any  other 
provisions  of  law  regarding  the  appointment  and  compensation  of 
employees  of  the  United  States.  The  Secretary  shall  furnish  the 
committee  with  adequate  clerical  and  other  assistance,  and  shall  by 
rules  and  regulations  prescribe  the  procedure  to  be  followed  by  the 
committee. 

(h)  A  person  who  has  filed  a  petition  or  who  has  requested  the 
referral  of  a  proposal  to  an  advisory  committee  in  accordance  with 
the  provisions  of  this  section,  as  well  as  representatives  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare,  shall  have  the  right  to  con¬ 
sult  with  any  advisory  committee  provided  for  in  subsection  (g)  in 
connection  with  the  petition  or  proposal. 

(i)  (1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
order  under  subsection  (d)  (5),  (e),  or  (1)  any  person  who  will  be 
adversely  affected  by  such  order  may  obtain  judicial  review  by  filing  in 
the  United  States  Court  of  Appeals  for  the  circuit  wherein  such  person 
resides  or  has  his  principal  place  of  business,  or  in  the  United  States 
Court  of  Appeals  for  the  District  of  Columbia  Circuit,  within  sixty 
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days  after  the  entry  of  such  order,  a  petition  praying  that  the  order  he 
set  aside  in  whole  or  in  part. 

(2)  In  the  case  of  a  petition  with  respect  to  an  order  under  sub¬ 
section  (d)  (5)  or  (e),  a  copy  of  the  petition  shall  be  forthwith  served 
upon  the  Secretary,  or  upon  any  officer  designated  by  him  for  that 
purpose,  and  thereupon  the  Secretary  shall  certify  and  file  in  the  court 
a  transcript  of  the  proceedings  and  the  record  on  which  he  based  his 
order.  Upon  such  filing,  the  court  shall  have  exclusive  jurisdiction  to 
affirm  or  set  aside  the  order  complained  of  in  whole  or  in  part.  The 
findings  of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  supported  by  substantial  evidence  when  considered  on  the 
record  as  a  whole,  including  any  report  and  recommendation  of  an 
advisory  committee. 

(3)  In  the  case  of  a  petition  with  respect  to  an  order  under  sub¬ 
section  (1),  a  copy  of  the  petition  shall  be  forthwith  served  upon  the 
Secretary  of  Agriculture,  or  upon  any  officer  designated  by  him  for 
that  purpose,  and  thereupon  the  Secretary  shall  certify  and  file  in  the 
court  a  transcript  of  the  proceedings  and  the  record  on  which  he  based 
his  order.  Upon  such  filing,  the  court  shall  have  exclusive  jurisdiction 
to  affirm  or  set  aside  the  order  complained  of  in  whole  or  in  part.  The 
findings  of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  supported  by  substantial  evidence  when  considered  on  the 
record  as  a  whole. 

(4)  If  application  is  made  to  the  court  for  leave  to  adduce  addi¬ 
tional  evidence,  the  court  may  order  such  additional  evidence  to  be 
taken  before  the  Secretary  of  Health,  Education,  and  Welfare  or  the 
Secretary  of  Agriculture,  as  the  case  may  be,  and  to  be  adduced  upon 
the  hearing  in  such  manner  and  upon  such  terms  and  conditions  as  to 
the  court  may  seem  proper,  if  such  evidence  is  material  and  there  were 
reasonable  grounds  for  failure  to  adduce  sucli  evidence  in  the  proceed¬ 
ings  below.  The  Secretary  of  Health,  Education,  and  Welfare  or  the 
Secretary  of  Agriculture,  as  the  case  may  be,  may  modify  his  findings 
as  to  the  facts  and  order  by  reason  of  the  additional  evidence  so  taken, 
and  shall  file  with  the  court  such  modified  findings  and  order. 

(5)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  order  under  this  section  shall  be  final,  subject  to  review 
by  the  Supreme  Court  of  the  United  States  upon  certiorari  or  certi¬ 
fication  as  provided  in  section  1254  of  title  28  of  the  United  States 
Code.  The  commencement  of  proceedings  under  this  section  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary,  operate  as  a 
stay  of  an  order.  The  courts  shall  advance  on  the  docket  and  expedite 
the  disposition  of  all  causes  filed  therein  pursuant  to  this  section. 

(j)  The  Secretary  may,  upon  the  request  of  any  person  who  has 
obtained  an  experimental  permit  for  a  pesticide  chemical  under  the 
Federal  Insecticide,  Fungicide,  and  Rodenticide  Act  or  upon  his  own 
initiative,  establish  a  temporary  tolerance  for  the  pesticide  chemical 
for  the  uses  covered  by  the  permit  whenever  in  his  judgment  such 
action  is  deemed  necessary  to  protect  the  public  health,  or  may  tem¬ 
porarily  exempt  such  pesticide  chemical  from  a  tolerance.  In  estab¬ 
lishing  such  a  tolerance,  the  Secretary7  shall  give  due  regard  to  the 
necessity  for  experimental  work  in  developing  an  adequate,  whole¬ 
some,  and  economical  food  supply  and  to  the  limited  hazard  to  the 
public  health  involved  in  such  work  when  conducted  in  accordance 
with  applicable  regulations  under  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act. 
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(k)  Regulations  affecting  pesticide  chemicals  in  or  on  raw  agri¬ 
cultural  commodities  which  are  promulgated  under  the  authority  of 
section  406  (a)  upon  the  basis  of  public  hearings  instituted  before 
January  1,  1953,  in  accordance  with  section  701  (e),  shall  be  deemed 
to  be  regulations  under  this  section  and  shall  be  subject  to  amendment 
or  repeal  as  provided  in  subsection  (m). 

(l)  The  Secretary  of  Agriculture,  upon  request  of  any  person  who 
has  registered,  or  who  has  submitted  an  application  for  the  registration 
of,  an  economic  poison  under  the  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act,  and  whose  request  is  accompanied  by  a  copy  of  a 
petition  filed  by  such  person  under  subsection  (d)  (1)  with  respect 
to  a  pesticide  chemical  which  constitutes,  or  is  an  ingredient  of,  such 
economic  poison,  shall,  within  thirty  days  or  within  sixty  days  if  upon 
notice  prior  to  the  termination  of  such  thirty  days  the  Secretary 
deems  it  necessary  to  postpone  action  for  such  period,  on  the  basis  of 
data  before  him,  either — 

(1)  certify  to  the  Secretary  of  Health,  Education,  and  Welfare 
that  such  pesticide  chemical  is  useful  for  the  purpose  for  which 
a  tolerance  or  exemption  is  sought;  or 

(2)  notify  the  person  requesting  the  certification  of  his  proposal 
to  certify  that  the  pesticide  chemical  does  not  appear  to  be  useful 
for  the  purpose  for  which  a  tolerance  or  exemption  is  sought,  or 
appears  to  be  useful  for  only  some  of  the  purposes  for  which  a 
tolerance  or  exemption  is  sought. 

In  the  event  that  the  Secretary  of  Agriculture  takes  the  action 
described  in  clause  (2)  of  the  preceding  sentence,  the  person  requesting 
the  certification,  within  one  week  after  receiving  the  proposed  certifi¬ 
cation,  may  either  (A)  request  the  Secretary  of  Agriculture  to  certify 
to  the  Secretary  of  Health,  Education,  and  Welfare  on  the  basis  of  the 
proposed  certification ;  (B)  request  a  hearing  on  the  proposed  certifica¬ 
tion  or  the  parts  thereof  objected  to;  or  (C)  request  both  such  certifica¬ 
tion  and  such  hearing.  If  no  such  action  is  taken,  the  Secretary  may 
by  order  make  the  certification  as  proposed.  In  the  event  that  the 
action  described  in  clause  (A)  or  (C)  is  taken,  the  Secretary  shall  by 
order  make  the  certification  as  proposed  with  respect  to  such  parts 
thereof  as  are  requested.  In  the  event  a  hearing  is  requested,  the 
Secretary  of  Agriculture  shall  provide  opportunity  for  a  prompt 
hearing.  The  certification  of  the  Secretary  of  Agriculture  as  the 
result  of  such  hearing  shall  be  made  by  order  and  shall  be  based  only 
on  substantial  evidence  of  record  at  the  hearing  and  shall  set  forth 
detailed  findings  of  fact.  In  no  event  shall  the  time  elapsing  between 
the  making  of  a  request  for  a  certification  under  this  subsection  and 
final  certification  by  the  Secretary  of  Agriculture  exceed  one  hundred 
and  sixty  days.  The  Secretary  shall  submit  to  the  Secretary  of  Health, 
Education,  and  Welfare  with  any  certification  of  usefulness  under  this 
subsection  an  opinion,  based  on  the  data  before  him,  whether  the  toler¬ 
ance  or  exemption  proposed  by  the  petitioner  reasonably  reflects  the 
amount  of  residue  likely  to  result  when  the  pesticide  chemical  is  used 
in  the  manner  proposed  for  the  purpose  for  which  the  certification  is 
made.  The  Secretary  of  Agriculture,  after  due  notice  and  opportunity 
for  public  hearing,  is  authorized  to  promulgate  rules  and  regulations 
for  carrying  out  the  provisions  of  this  subsection. 
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(m)  The  Secretary  of  Health,  Education,  and  Welfare  shall  pre¬ 
scribe  by  regulations  the  procedure  by  which  regulations  under  this 
section  may  be  amended  or  repealed,  and  such  procedure  shall  con¬ 
form  to  the  procedure  provided  in  this  section  for  the  promulgation 
of  regulations  establishing  tolerances,  including  the  appointment  of 
advisory  committees  and  the  procedure  for  referring  petitions  to  such 
committees. 

(n)  The  provisions  of  section  303  (c)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  with  respect  to  the  furnishing  of  guaranties  shall  be 
applicable  to  raw  agricultural  commodities  covered  by  this  section. 

(o)  The  Secretary  of  Health,  Education,  and  Welfare  shall  by  reg¬ 
ulation  require  the  payment  of  such  fees  as  will  in  the  aggregate,  in 
the  judgment  of  the  Secretary,  be  sufficient  over  a  reasonable  term  to 
provide,  equip,  and  maintain  an  adequate  service  for  the  performance 
of  the  Secretary’s  functions  under  this  section.  Under  such  regula¬ 
tions,  the  performance  of  the  Secretary’s  services  or  other  functions 

irsuant  to  this  section,  including  any  one  or  more  of  the  following, 


taiay  be  conditioned  upon  the  payment  of  such  fees:  (1)  The  accept¬ 
ance  of  filing  of  a  petition  submitted  under  subsection  (d) ;  (2)  the 
promulgation  of  a  regulation  establishing  a  tolerance,  or  an  exemption 
from  the  necessity  of  a  tolerance,  under  this  section,  or  the  amendment 
or  repeal  of  such  a  regulation ;  (3)  the  referral  of  a  petition  or  proposal 
under  this  section  to  an  advisory  committee;  (4)  the  acceptance  for 
filing  of  objections  under  subsection  (d)  (5);  or  (5)  the  certification 
and  filing  in  court  of  a  transcript  of  the  proceedings  and  the  record 
under  subsection  (i)  (2).  Such  regulations  may  further  provide  for 
waiver  or  refund  of  fees  in  whole  or  in  part  when  in  the  judgment  of 
the  Secretary  such  waiver  or  refund  is  equitable  and  not  contrary  to 
the  purposes  of  this  subsection. 


FOOD  ADDITIVES 


Unsafe  Food  Additives 


Sec.  409.  ( a )  A  food  additive  shall,  with  respect  to  any  particular  use 
or  intended  use  of  such  additives,  be  deemed  to  be  unsafe  for  the  purposes 
of  the  application  of  clause  ( 2 )  (C)  of  section  402  (a),  unless — - 
I  ( 1 )  it  and  its  use  or  intended  use  conform  to  the  terms  of  an  exemp¬ 

tion  which  is  in  effect  pursuant  to  subsection  (j)  of  this  section  or  _ 
(2)  there  is  in  effect,  and  it  and  its  use  or  intended  use  are  in 
conformity  with,  a  regulation  issued  under  this  section  prescribing 
the  conditions  under  which  such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is  in  effect,  a  food 
shall  not,  by  reason  of  bearing  or  containing  such  an  additive  in  accord¬ 
ance  with  the  regulation,  be  considered  adulterated  within  the  meaning  of 
clause  ( 1 )  of  section  402  (a). 


Petition  To  Establish  Safety 


( b )  (1)  Any  person  may,  with  respect  to  any  intended  use  of  a  food 
additive,  file  with  the  Secretary  a  petition  proposing  the  issuance  of  a 
regulation  prescribing  the  conditions  under  which  such  additive  may  be 
safely  used. 
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(2)  Such  'petition  shall,  in  addition  to  stating  reasonable  grounds  in 
support  oj  the  petition,  contain — 

(A)  the  name  and  all  pertinent  information  concerning  such  food 
additive,  including,  where  available,  its  chemical  identity  and  com¬ 
position; 

(. B )  a  statement  of  the  conditions  of  the  proposed  use  of  such 
additive,  including  all  directions,  recommendations,  and  suggestions 
proposed  for  the  use  of  such  additive,  and  including  specimens  of 
its  proposed  labeling; 

(C)  all  relevant  data  bearing  on  the  physical  or  other  technical 
effect  such  additive  is  intended  to  produce,  and  the  quantity  of  such 
additive  required  to  produce  such  effect; 

(D)  a  full  description  of  the  methods  used  in,  and  the  facilities 
and  controls  used  for,  the  production  of  such  additive ; 

„  (E)  a  description  of  practicable  methods  for  determining  the 

quantity  of  such  additive  in  or  on  food,  and  any  substance  formed  in 
or  on  food,  because  of  its  use;  and 

(F)  full  reports  of  investigations  made  with  respect  to  the  toxicity 
or  other  potentiality  for  harm  of  such  additive,  including  full  inf  or 
motion  as  to  the  methods  and  controls  used  in  conducting  such  investi¬ 
gations. 

( 3 )  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish  samples 
of  the  food  additive  involved,  or  articles  used  as  components  thereof,  and 
of  the  food  in  or  on  which  the  additive  is  proposed  to  be  used. 

(4)  Notice  of  the  regulation  proposed  by  the  petitioner  shall  be  pub- 
published  in  general  terms  by  the  Secretary  within  thirty  days  after  filing. 

Action  on  the  Petition 

(c)  (1)  The  Secretary  shall,  in  the  absence  of  a  referral,  or  request  for 
referral,  to  an  advisory  committee  made  pursuant  to  subsection  (e)  of  this 
section — 

(A)  by  order  establish  a  regulation  (whether  or  not  in  accord 
with  that  proposed  by  the  petitioner )  prescribing,  with  respect  to 
one  or  more  proposed  uses  of  the  food  additive  involved,  the  conditions 
under  which  such  additive  may  be  safely  used  (including,  but  not 
limited  to,  specifications  as  to  the  particular  food  or  classes  of  food 
in  or  on  which  such  additive  may  be  used,  the  maximum  quantity  P 
which  may  be  used  or  permitted  to  remain  in  or  on  such  food,  the ^ 
manner  in  which  such  additive  may  be  added  to  or  used  in  or  on 
such  food,  and  any  directions  or  other  labeling  or  packaging  require¬ 
ments  for  such  additive  deemed  necessary  by  him  to  assure  the  safety 
of  such  use,  and  shall  notify  the  petitioner  of  such  order;  or 

(B)  by  order  deny  the  petition,  and  shall  notify  the  petitioner  of 
such  order  and  of  the  reasons  for  such  action. 

(2)  The  order  required  by  paragraph  ( 1 )  (A)  or  ( B )  of  this  subsec- 
section  shall  be  issued  within  ninety  days  after  the  date  of  filing  of  the 
petition,  except  that  the  Secretary  may  (yprior  to  such  ninetieth  day),  by 
written  notice  to  the  petitioner,  extend  such  ninety-day  period  to  such 
time  ( not  more  than  one  hundred  and  eighty  days  after  the  date  of  filing 
of  the  petition)  as  the  Secretary  deems  necessary  to  enable  him  to  study 
and  investigate  the  petition. 
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(3)  No  such  regulation  shall  issue  if  the  data  before  the  Secretary — 

( A )  fail  to  establish  that  the  proposed  use  of  the  food  additive, 
under  the  conditions  of  use  to  be  specified  in  the  regulation,  will 
be  safe;  o» 

(B)  show  that  the  proposed  use  of  the  additive  would  promote 
deception  of  the  consumer  or  would  be  otherwise  contrary  to  this  Act. 

(4)  If,  in  the  judgment  of  the  Secretary,  a  tolerance  limitation  is 
required  in  order  to  assure  that  the  proposed  use  of  an  additive  will  be  safe, 
the  Secretary — 

(-4)  shall  not  fix  such  tolerance  limitation  at  a  level  higher  than  he 
finds  to  be  reasonably  required  to  accomplish  the  physical  or  other 
technical  effect  for  which  such  additive  is  intended;  and 

(B)  shall  not  establish  a  regulation  for  such  proposed  use  if  he 
finds  that  the  data  before  him  do  not  establish  that  such  use  would 
accomplish  the  intended  physical  or  other  technical  effect. 

(5)  In  determining ,  for  the  purposes  of  this  section,  whether  a  proposed 
use  of  a  food  additive  is  safe,  the  Secretary  shall  consider  among  other 

rs — 

v-n.  j  the  probable  consumption  of  the  additive  and  of  any  substance 
formed  in  or  on  food  because  of  the  use  of  the  additive; 

( B )  the  cumulative  effect  of  such  additive  in  the  diet  of  man  or 
animals,  taking  into  account  any  chemically  or  pharmacologically 
related  substance  or  substances  in  such  diet;  and 

( C )  appropriate  safety  factors  for  the  use  of  animal  experi¬ 
mentation  data. 


Regulation  Issued  on  Secretary's  Initiative 


{d)  The  Secretary  may  at  any  time,  upon  his  own  initiative,  propose 
the  issuance  of  a  regulation  prescribing,  with  respect  to  any  particular 
use  of  a  food  additive,  the  conditions  under  which  such  additive  may  be 
safely  used.  After  the  thirtieth  day  following  publication  of  such  a 
proposal,  the  Secretary  may  by  order  establish  a  regulation  based  upon 
the  proposal,  unless  within  such  thirty-day  period  a  person  files  a  petition 
under  subsection  iff)  with  respect  to  such  additive  and  requests  that,  the 
proposal,  or  any  question  of  fact  raised  thereby,  be  referred  to  an  advisory 
committee  appointed  pursuant  to  subsection  ( e )  of  this  section. 


Reference  to  Advisory  Committee 


(e)  ( 1 )  At  any  time  before,  or  within  thirty  days  after,  publication 
of  an  order  issued  under  subsection  ( c )  or  (d)  of  this  section,  the  petitioner 
may  request  that  the  petition  or  order  thereon,  or  the  Secretary's  proposal, 
or  any  question  raised  by  such  petition,  order,  or  proposal,  be  referred  to 
an  advisory  committee.  Upon  such  request,  or  if  the  Secretary  within 
such  time  deems  such  a  referral  necessary,  the  Secretary  shall  forthwith 
appoint  an  advisory  committee  of  competent  experts  to  review  the  petition, 
order,  or  proposal,  or  question,  as  the  case  may  be,  and  to  make  a  report 
and  recommendation  thereon.  Each  such  advisory  committee  shall  be 
composed  of  experts,  qualified  in  the  subject  matter  of  the  petition,  order, 
proposal,  or  question,  as  the  case  may  be,  and  of  adequately  diversified 
professional  background  selected  by  the  National  Academy  of  Sciences, 
except  that  in  the  event  of  the  inability  or  refusal  of  the  National  Academy 
of  Sciences  to  act,  the  Secretary  shall  select  the  members  of  the  committee. 
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The  size  of  the  committee  shall  be  determined  by  the  Secretary.  Members 
of  an  advisory  committee  shall  receive  as  compensation  for  their  services 
a  reasonable  per  diem,  which  the  Secretary  shall  by  rules  and  regulations 
prescribe,  for  time  actually  spent  in  the  work  of  the  committee,  and 
shall  in  addition  be  reimbursed  for  their  necessary  traveling  and  subsistence 
expenses  while  so  serving  away  from  their  places  of  residence.  The 
members  shall  not  be  subject  to  any  other  provisions  of  law  regarding  the 
appointment  and  compensation  of  employees  of  the  United  States.  The 
Secretary  shall  furnish  the  committee  with  adequate  clerical  and  other 
assistance,  and  shall  by  rules  and  regulations  prescribe  the  procedure  to 
be  followed  by  the  committee.  The  Secretary  shall  refer  the  petition, 
order,  or  proposal,  or  question,  as  the  case  may  be,  to  the  advisory  com - 
mittee  so  appointed,  and  furnish  such  committee  all  the  data  before  him. 
A  person  who  has  filed  a  petition  cr  who  has  requested  the  referral  cf  an 
order,  proposal,  or  question,  to  an  advisory  committee,  as  well  as  repre¬ 
sentatives  of  the  Department  of  Health,  Education,  and  Wel  fare,  shall  have 
the  right  to  consult  with  such  advisory  committee  in  connection  with  the 
matter  referred  to  it.  M 

“(2)  Within  sixty  days  after  the  date  of  such  referral,  or  within  ai\ 
additional  thirty  days  if  the  committee  deems  such  additional  time  neces¬ 
sary,  the  committee  shall,  after  independent  study  of  the  data  furnished 
to  it  by  the  Secretary  and  other  data  before  it,  certify  to  the  Secretary  a 
report  and  recommendations ,  together  with  all  underlying  data  and  a 
statement  of  the  reasons  or  basis  for  the  recommendations.  Within  thirty 
days  after  such  certification,  and  after  giving  due  consideration  to  all 
data  then  before  him,  including  such  report,  recommendations,  underlying 
data,  and  statement,  and  to  any  prior  order  issued  by  him  in  connection 
with  such  matter,  the  Secretary  shall  confirm  or  modify  any  order  thereto¬ 
fore  issued  or,  if  no  such  order  has  been  issued,  shall  by  order  establish 
a  regulation  prescribing ,  with  respect  to  any  particular  use  of  the  food 
additive  involved,  the  conditions  under  which  such  additive  may  be  safely 
used  or  shall,  by  order,  deny  the  petition. 

(8)  The  Secretary  may  by  regulation  condition  referrals  to  advisory 
committees  pursuant  to  this  subsection  upon  the  payment,  by  the  person 
requesting  the  referral,  of  fees  to  defray  the  costs  arising  by  reason  of 
such  referrals.  Such  fees,  including  advance  deposits  to  cover  such  fees, 
shall  be  available,  until  expended,  for  paying  ( directly  or  by  way  of  reim¬ 
bursement  of  the  applicable  appropriation )  the  expenses  of  advisor if 
committees  under  this  subsection  and  other  expenses  arising  by  reasoTW 
of  referrals  to  such  committees,  and  for  refunds  of  excess  payments. 

Publication  and  Effective  Date  of  Orders 

(J)  Any  order,  including  any  regulation  established  by  such  order, 
issued  under  subsection  ( c ),  (d),  or  ( e )  of  this  section,  shall  be  published 
and  shall  be  effective  upon  publication,  but  the  Secretary  may  stay  such 
effectiveness  if,  after  issuance  of  such  order,  the  order  or  any  question 
related  thereto  is  referred  to  an  advisory  committee  pursuant  to  subsec¬ 
tion  (e)  or  if  a  hearing  is  sought  with  respect  to  such  order  pursuant  to 
subsection  (g). 

Objections  and  Public  Hearing 

(g)  ( 1 )  Within  thirty  days  after  publication  of  an  order  made  pursuant 
to  subsection  (c),  (d),  or  (e)  of  this  section,  any  person  adversely  affected 
by  such  an  order  may  file  objections  thereto  with  the  Secretary,  specifying 
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with  particularity  the  provisions  of  the  order  deemed  objectionable ,  stating 
reasonable  grounds  therefor,  and  requesting  a  public  hearing  upon  such 
objections.  The  Secretary  shall  thereupon,  after  due  notice,  hold  such 
public  hearing  for  the  purpose  of  receiving  evidence  relevant  and  material 
to  the  issues  raised  by  such  objections.  Any  report,  recommendations, 
underlying  data,  and  reasons  certified  to  the  Secretary  by  an  advisory 
committee  shall  be  made  a  part  of  the  record  of  the  hearing  if  relevant 
and  material,  subject  to  the  provisions  of  section  7  (c)  of  the  Adminis¬ 
trative  Procedure  Act  (5  U.  S.C.,  sec.  1006  (c)).  The  advisory  committee 
shall  designate  a  member  to  appear  and  testify  at  any  such  hearing  with 
respect  to  the  report  and  recommendations  of  such  committee  upon  re¬ 
quest  of  the  Secretary,  the  petitioner,  or  the  officer  conducting  the  hearing, 
but  this  shall  not  preclude  any  other  member  of  the  advisory  committee 
from  appearing  and  testifying  at  such  hearing.  As  soon  as  practicable 
after  completion  of  the  hearing,  the  Secretary  shall  by  order  act  upon  such 
objections  and  make  such  order  public. 

(2)  Such  order  shall  be  based  upon  a  fair  evaluation  of  the  entire 
record  at  such  hearing ,  including  any  report,  recommendations,  under¬ 
lying  data,  and  reasons  certified  to  the  Secretary  by  an  advisory  com¬ 
mittee,  and  shall  include  a  statement  setting  forth  in  detail  the  findings 
and  conclusions  upon  which  the  order  is  based. 

(8)  The  Secretary  shall  specify  in  the  order  the  date  on  which  it  shall 
take  effect,  except  that  it  shall  not  be  made  to  take  effect  prior  to  the  ninetieth 
day  after  its  publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which  event  the 
Secretary  shall  specify  in  the  order  his  findings  as  to  such  conditions. 

Judicial  Review 

(h)  ( 1 )  In  a  case  of  actual  controversy  as  to  the  validity  of  any  order 
issued  under  subsection  ( g ),  including  any  order  thereunder  with  respect 
to  amendment  or  repeal  of  a  regulation  issued  under  this  section,  any 
person  who  will  be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  court  of  appeals  for  the  circuit 
wherein  such  person  resides  or  has  his  principal  place  of  business,  or  in 
the  United  States  Court  of  Appeals  for  the  District  of  Columbia  Circuit, 
within  sixty  days  after  the  entry  of  such  order,  a  petition  praying  that  the 
order  be  set  aside  in  whole  or  in  part. 

(2)  A  copy  of  such  petition  shall  be  forthwith  served  upon  the  Secretary, 
or  upon  any  officer  designated  by  him  for  that  purpose,  and  thereupon  the 
Secretary  shall  certify  and  file  in  the  court  a  transcript  of  the  proceedings 
and  the  record  on  which  he  based  his  order.  Upon  such  filing,  the  court 
shall  have  exclusive  jurisdiction  to  affirm  or  set  aside  the  order  complained 
of  in  whole  or  in  part.  The  findings  of  the  Secretary  with  respect  to 
questions  of  fact  shall  be  sustained  if  based  upon  a  fair  evaluation  of  the 
entire  record  at  such  hearing,  including  any  report,  recommendation, 
underlying  data,  and  reasons  certified  to  the  Secretary  by  an  advisory 
committee. 

( 3 )  If  application  is  made  to  the  court  for  leave  to  adduce  additional 
evidence,  the  court  may  order  such  additional  evidence  to  be  taken  before  the 
Secretary  and  to  be  adduced  upon  the  hearing  in  such  manner  and  upon 
such  terms  and  conditions  as  to  the  court  may  seem  proper,  if  such  evidence 
is  material  and  there  were  reasonable  grounds  for  failure  to  adduce  such 
evidence  in  the  proceedings  below.  The  Secretary  may  modify  his 
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findings  as  to  the  facts  and  order  by  reason  of  the  additional  evidence  so 
taken,  and  shall  file  with  the  court  such  modified  findings  and  order. 

(If)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole  or 
in  part,  any  order  under  this  section  shall  be  final,  subject  to  review  by 
the  Supreme  Court  of  the  United  States  upon  certiorari  or  certification 
as  provided  in  section  125 j  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not,  unless  specifi¬ 
cally  ordered  by  the  court  to  the  contrary,  operate  as  a  stay  of  an  order. 
The  court  shall  advance  on  the  docket  and  expedite  the  disposition  of  all 
causes  filed  therein  pursuant  to  this  section. 

(5)  The  court,  on  such  judicial  review,  shall  not  sustain  the  order 
of  the  Secretary  if  he  failed  to  comply  with  any  requirement  imposed  on 
him  by  subsection  (g)  (2)  of  this  section. 

Amendment  or  Repeal  of  Regulations 

(i)  The  Secretary  shall  by  regulation  prescribe  the  procedure  by  which 
regulations  under  the  foregoing  provisions  of  this  section  may  be  amended 
or  repealed,  and  such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations ,  including  the 
appointment  of  advisory  committees  and  the  procedure  for  referring 
matters  to  such  committees. 

Exemptions  for  Investigational  Use 

(J)  Without  regard  to  subsections  ( b )  to  ( i ),  inclusive,  of  this  section, 
the  Secretary  shall  by  regulation  provide  for  exempting  from  the  require¬ 
ments  of  this  section  any  food  additive,  and  any  food  bearing  or  containing 
such  additive,  intended  solely  for  investigational  use  by  qualified  experts 
when  in  his  opinion  such  exemption  is  consistent  with  the  public  health. 
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IN  THE  HOUSE  OF  REPRESENTATIVES 

July  1, 1958 

^ti •  Williams  of  Mississippi  introduced  the  following  bill ;  which  was  referred 
to  the  Committee  on  Interstate  and  Foreign  Commerce 

July  28, 1958 

Reported  with  an  amendment,  committed  to  the  Committee  of  the  Whole  House 
on  the  State  of  the  Union,  and  ordered  to  be  printed 

[Strike  out  all  after  tlie  enacting  clause  and  insert  the  part  printed  in  italic] 


A  BILL 


To  protect  the  public  health  by  amending  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of  addi¬ 
tives  which  have  not  been  adequately  tested  to  establish 
their  safety. 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled, 

3  That  this  Act  may  he  cited  a*  the  ^-dfood  Additive*  Amend- 

4  ment  ef  -1-95  8”. — 


5  SeGt  A  Section  20R  as 

6  Drugj  and  Cosmetic  Aet  is 

7  the  end  of  such  section  the 


of  the  Federal  Foody 
by  adding  at 

new 


8  The  term  ‘food  additive7  means  any  substance  the 

9  intended  use  of  which  results  or  may 
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to  result;  directly  er  indirectly,-  in  its  beeondng  a 
er  otherwise  affecting  the  characteristics  ef  any  feed  -fn 
ing  any  substance  intended  fee  use  hr  producing; 
taring,  packing,  processing;  preparing,  treating,  packaging, 
rting,  or  holding  feed-;  and  in  chiding  any  senree  ef 
radiation  intended  for  any  sneh  use;  if  sneh  snhstanee 
is  net  generally  recognized,  among  experts  qualified  hy  scien¬ 
tific  training  and  experience  te  evaluate  its  toxicity  er  ether 
potentiality  fer  harm,  as  having  been  adequately  shown 
throng] i  scientific  procedures  -(or;  in  the  ease  ef  a  substance 
used  hr  feed  prior  te  the  date  ef  enactment  ef  this  paragraph, 
through  either  scientific  procedures  er  experience  based  en 
common  use  in  feed)-  te  be  safe  under  the  conditions  ef  its 
useq  except  that  sneh  term  dees  net  include — 


chemical  in  er  en  a  raw  agricultural 


■“-(-2-)  a  pesticide  chemical  te  the  extent  that  it  is 
intended  fer  use  in  the  production,  storage,  Oh 
pertatien  ef  any  raw  agricultural  commodity;  er 

- -(-3-)-  any  substance  used  in  accordance  with  a  sanc¬ 
tion  er  approval  granted  prior  te  the  enactment  ef  this 
paragraph  pursuant  te  this  Aet  er  the  Meat  Inspection 
Act  ef  March  4;  4907  -f34  Statr  -1 260) ,  as  amended  and 
extended  -f34  4—  Sr  fib  74  and  the  following) . 

1H0'  4he  term  bate-  as  used  in  paragraph  -(s)-  ef  this 
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and  in  section  40fo  moans  without  hazard  te  the 
el  MW  er  animal.” 

3t  -(e)-  Gkiusc  -(2-)-  el  seetien  402  -fefy  as  amended7 
el  seek  Aet  is  amended  te  read  as  follews-r  “  (2)  -(A-)-  il  it 
bears  a?  contains  any  added  poisonous  er  added  deleterious 
substance  (except  a  pesticide  chemical  in  er  en  a  aw  agri¬ 
cultural  commodity  and  except  leed  additive)-  whieh  is  un¬ 
safe  within  the  meaning  el  seetion  4007  er  (14)-  il  h  is  a 
raw  agricultural  commodity  and  it  bears  er  contains  a  pesti¬ 
cide  chemical  which  is  unsafe  -within  the  meaning  el  section 
(408  (a-)-^  er  -(G)-  if  it  ^  er  it  hears  er  eentainsy  any  leed 
additive  whieh  is  unsale  within  the  meaning  el  seetien  409- : 
Provided-,  4hat  where  a  pesticide  chemical  has  been  used  in 
er  en  a  raw  agricultural  eemmodity  in  conformity  with  an 
exemption  granted  er  a  tolerance  proscribed  under 
408  and  such  raw  agricultural  commodity  has  been 
te  processing  by  eeohing7  freezings  dehydrating7  er  milling, 
the  residue  el  such  pesticide  chemical  remaining  in  er  en 
such  processed  food  shah?  notwithstanding  the  provisions  el 
sections  400  and  409r  net  be  deemed  unsafe  il  sueh  residue 
in  er  en  the  raw  agricultural  eemmodity  has  been  removed 
te  the  extent  possible  in  good  manufacturing  practice  and 
the  concentration  el  such  residue  in  the  processed  feed  when 
ready  te  eat  is  net  greater  than  the  tolerance  prescribed  for 
the  raw  agricultural  commodity-^ 
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fbf  Section  402  -(afy  as  amendedy  of  sack  Act  is  further 
by  striking  td  the  period  at  the  end  thereof  and 
inserting  in  hea  thereof  a  semicolon  an4  the  following :  ^er 
-f7f  if  h  has  been  intentionally  subjected  to  lending 
unless  the  ase  of  the  loading  radiation  was  in 
with  a  regal  alien  or  exemption  in  effect  pursuant  to  sea 


or 

lOQ  !’ 

-(e)-  4he  ffrst  sentence  of  section  400  -(a)-  of  saeh 
Act  is  amended  he  striking  oat  misuse  (2)  ”  wherever  it 
appears  la  saeh  sentence  and  inserting  in  hen  thereof  “clause 

mew 

SbOv  4r  Chapter  4A  nf  saeh  Act  is  amended  he  adding 
at  the  end  thereof  the  following  new  section-:- 

A'Oob  -ViHneieee 
“hfnsafc  Food  Additives 

uSe€-t  409.  -faf  A  food  additive  shall,  with  respeet  tn 
ane  particular  ase  or  intended  ase  of  saeh  additives?  he 
deemed  to  he  unsafe  for  the  purposes  of  the  application 
of  daese  -(2)-  -(Of  of  section  402  faf?  unless 

>L(kf  &  and  its  ase  or  intended  ase  eon-form  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to  sub¬ 


section  fjf  of  this  seetien-f  or 

~(^)  there  is  in  effect-  and  it  and  its  ase  or 
intended  ase  are  in  conformity  withy  a  regulation  issued 
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under  this  seetren  prefer  iking  the  conditions  under  which 
stteh  additive  may  he  safely  usedv 
While  sued  a  regulation  relating  te  a  feed  additive  is  in 
effeety  a  feed  shall  nety  hy  reason  el  hearing  er  containing 
sueh  an  additive  in  accordance  with  the  regulation7  he  een- 
sidered  adulterated  within  the  meaning  el  ekusc  -fhf  el  see- 
tien  4 OS  -{af^ 

APethien  he  Establish  Safety 
—(h)  -f4f  Any  person  may,-  with  respeet  te  any  in¬ 
tended  use  el  a  feed  additive-  fee  with  the  (Secretary  a 
petition  proposing-  the  issuance  el  a  regulation  prescribing 
the  conditions  under  winch  such  additive  may  he  safely  usedr 
Sueh  petition  shady  in  addition  te  stating  rt 
able  grounds  in  s-i 

—  (A)  the  name  and  ad  pertinent  in  lor  matron  een- 

hs  chemical  identity-  and  eempesition ; 

ma  ft  stetemert  el  the  conditions  el  the  pro- 

ywy^orl  n  qo  aI  qii  nlr  n  rl  1 1 ~h~  «1  n  rl 4n  o*  oil  /I  TVOrd^rinci- 

p Uuvu  ttuu  vTr  DctuTl  clllul t'l  V  L  •.  lllv_  1 LL Mil  1U1  Lh  tlUliuj 

recemmcndationsy  and  suggestions  proposed  lor  the  use 
el  sueh  additrvey  and  including  specimens  el  its 


U 


(Of  ad 


data 


ATI  ill  r>  -V*>1l  TTOl/in  1  AT* 

tTTt  Tilts  Ully  k5Tl.  Ml  tjT 


ether  technical  effect  sueh  additive  is  intended  te  pro- 
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dneey  and  toe  paantity  ©4  sank  additive  repaired  to 
produce  saek  cfieeto 

--{44)-  a  toil  description  ©i  toe  methods  need  toy 
and  to©  laeihties  and  eentaels  nsed  4©©y  toe  production 
©4  seek  additive-* 

a  description  ©1  paaetieakle  naetkeda  to©  de- 
torrntoing  to©  paantity  ©4  auek  additive  to  ©f  ©a  toady 
and  any  aahatanee  formed  to  e©  ©ft  toady  keeauae  ©1 

jfo  non  •  71  f\ 

i  to  llovJ  y  cl  I J  vt 

■  ‘  (to)  Ml  repeats  ©1  toveatigatiena  made  wito  re¬ 
spect  to  to©  toxieity  ©a  ©toe©  potentiality  to©  kaam  ©1 
suck  addkiv©y  toetodtog  toll  information  aa  to  to© 
methods  and  eoirtrola  na©d  to  ©©nducting  auek  k 


■“■(3)  44pon  ©epueat  ©1  to©  Secretary,  tke  petitioner  shah 
furnish  samples  ©4  to©  toed  additive  involved,  a©  artielea 
used  aa  eemponents  tkeaeefy  and  ©I  to©  toed  to  e©  ©n  which 
tk©  additive  ia  proposed  to  k©  used. 

(4)-  tootlec  ©4  to©  ©egalatien  proposed  ky  tk©  petitioner 
skall  k©  pnfeliaked  to  general  terms  ky  to©  Seeretaay  within 
tototy  days  aide©  filingv 

EAetion  ©n  tk©  Petition 
“  (©)-  -(df  dk©  Secretary  akally  to  tk© 

©aly  ©a  ©epueat  4©a  referral,-  to  an  advisoay 
pursuant,  to  subsection  -{©)-  ©4  this  aeetton — 
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7 


u 


-(-4)-  by  order  establish  a  regulation  -(-whether 
or  not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing?  with  respeet  to  one  or  mere  proposed  uses 
of  tbe  food  additive  involved?  tbe  conditions  under 
which  sneh  additive  may  be  safely  need  -(including?  but 

n a!~  1  i i  > f  / v/1  f/ i,  ^iiorMfion  tinvi1-1  44  o  f  a  tli  a  i'i n lonlnv  Ia a rl  ai» 

TTv/c  I  11  1 11 1  v  v  1  X\7j  u  IJ  v  v  11 1  v.  tl  1 1 U  lib  cl  o  tU  I'llvj  Util  llelLlttl  1UU  \_l  U 1 

classes  of  food  in  or  on  which  sneh  additive  may  be 
used?  the  n  laximui  n  quantity  which  may  be  used  or  pew 
mi  tied  to  remain  in  or  on  sneh  food?  the  manner  in 


which  sneh  additive  may  be  added  to  or  nsed  in  or  on 
sneh  food?  and  any  directions  or  other  labeling  or 
packaging  requirements  for  sneh  additive  deemed 
necessary  by  him  to  assure  the  safety  of  such  use?  and 
shall  notify  the  petitioner  of  sneh  order?  or 

'-(id)  by  order  deny  the  petition?  and  shall  notify 
the  petitioner  of  sneh  order  and  of  the  reasons  for  sneh 

til/  l  lUll  • 

"■{'2)  The  order  mptired  by  paragraph  CT  (A)  y  or 
ea  of  this  subsection  shall  be  issued  within  ninety  days 
after  the  date  of  fifing  of  the  petition?  except  that  the  Secre¬ 
tary  may  -(prior  to  sneh  ninetieth-  day)-?  by  written  notice 
to  the  petitioner?  extend  sneh  ninety-day  period  to  sneh 
time  -(not  more  than  one  hundred  and  eighty  days  after  the 
date  of  fifing  of  the  petition}-  as  the  Secretary  deems  neces¬ 
sary  to  enable  him  to  study  and  investigate  the  petition. 
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use  el  ike  additive 

AV  lTTAn  I  /I  lin 
tTT  \\  1/ LULL  T7“ 


& 


liL'n 

ttut? 


“  (3)  £fe  seek  regulation  shah  issue  if  Ike  data  kefere 
Ike  Secretary — 

-‘4eV)  fail  le  estakhsk  that  Ike  proponed  ene  el  Ike 
leek  additive,  under  Ike  conditions  el  use  le  ke  specified 
in  Ike  regulation,  will  ke  sale-;-  er 
nta  sliow-  Ikal  Ike  proper 
would  promote  deeeptien  el  Ike 
otherwise  contrary  le  this  Aelr 
li-(4r)-  4k  m  Ike  judgment  el  Ike 

1 1  111  1  In  li  All  l  cj  ^aa  m  v»a  /I  ill  /\y/l  av  Ia  O  OOIIT*^  fliof  iliA  i~>V 
IJULllltll  tlUll  To  rUv.  till  v  u  111  vTutTr  Ttt  tl  ooUl  v  t J 1  ct  l  till'  1JT1 

el  an  additive  will  ke  safey  Ike  Secretary — 

a  (A)  shall  nel  fe  seek  toknanee  limitation  a!  a 
level  higher  ikau  ke  finds  le  ke  reasonably  required  le 
Ike  nkvsienf  er  etker  leeknieal  effect  ler 


-fUf  skall  nel  establish  a  regulation  ler  seek  pre- 
pesed  use  il  ke  finds  Ikal  ike  data  kelere  kkn  de  nel 
establish  Ikat  suek  use  would  accomplish  the  intended 
physical  er  etker  technical  effectr 

“-fkf  fe  determining,  ler  Ike  purposes  el  this  seetieny 
whether  a  proposed  use  of  a  feed  additive  is  safe,  Ike  See- 
rctftpy  shall  consider  among  other  relevant  factors — 

(A)  Ike  probable  consumption  el  Ike  additive 
and  el  any  sukslanee  formed  in  er  en  feed  keeause  el 
Ike  use  el  Ike  additive ; 
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--ffi)  tke  cumulative  effect  el  seek  additive  in  ike 
diet  el  man  or  animals,-  taking  into  acceunt  any  chemi¬ 
cally  or  pharmacologically  related  substance  or  sub¬ 
stances  in  snek  diet-?  and 

“-(•C)  appropriate  safety  factors  let*  tke  nse  el 
animal  cx-pcrimcntation  datar 

‘-Regulation  Issued  en  Seeretary-s  Initiative 
“  (4)  Ike  Secretary  may  at  any  time,  upon  kis  own 
q  propose  tke  issuance  el  a  regulation  prescribing, 
with  respect  to  any  particular  use  el  a  leed  additive,-  tke 
conditions  under  which  suck  additive  may  be  safely  usedr 
Alter  tke  thirtieth  day  following  publication  of  seek  a  pro¬ 
posal  tke  Secretary  may  by  order  establish  a  regulation 
based  upon  tke  proposal  unless  within  seek  thirty-day  period 
a  person  kies  a  petition  under  subsection  -fb)-  with  respect 
to  seek  additive  and  requests  that  tke  proposal  or  any 
question  of  fact  raised  thereby,  be  referred  to  an  advisory 
committee  appointed  pursuant  to  subsection  -fef  of  this 
seetiom 

“Reference  to  Advisory  Committee 
ii-fef  -flj-  At  any  time  before,  or  within  thirty  days 
after?  publication  of  an  order  issued  cruder  subsection  -(ef 
or  -fdf  of  this  section?  tke  petitioner  may  request  that  tke 
petition  or  order  thereon?  or  tke  Secretaries  proposal?  or 
II.  R,  13254 - 2 
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any  question  raised  by  seek  petitiony  erdery  or  propound  be 
referred  to  an  advisory  committee;  dpen  seed  requcsty  or 
if  die  Secretary  within  sued  time  deems  sned  a  referral 


r  td  a  Cl  r\  /.^r\  f  Q  ~i»t  t  c<]~>  oil  fnidll  •nnlli  n  T^TlAllI  f  mi  »  rl  tti  r*  avtt 

j  Till*  K3 '-'11  L  till  \  ollMi JL  1U1  111  1T11  tt^|7t7iijT  till  clll  >  li'Ul  \ 

committee  of  competent  experts  to  review  tde  petition; 

/~u»  r\j2  TlTV^TW^ol  r>V  mi  ASjIlATl,  pa  f  ly/v.  ft  p  CO,  111  O  TT  llA  n  y>  /~1.  i_t_v 

111  i_lv,  1  j  t/i  T/l  U  l/Uutld  v/Jl  t  J  11 VJ oTlUlly  tCu  tllv"  vtluv  llltl  y  Uv  j  Uiltt  1  V J 

make  a  report  and  ceeommcn  d  ation  thereom  Eaeb  sned 
advisory  committee  sdad  de  composed  of  expertsy  qualified 
in  tde  subject  matter  of  tde  petdieny  orfierj  proposal  or 
questiony  as  tde  ease  may  beT  and  of  adequately  diversified 

/^~i^  al  1  \  /  «1~  A‘vr\i  i  n  /l  qa]  i^ftj  o/l  ]  \  tt  lliA  ~\T  a  f  1  All  O  1  A  f  i  >">  r  \  r\  rvi  x  t 

111  Uiv.  tStSlUllcli  IJtlvA^l  v"  Llllvt  oLl  vLx  v.  11  TTj  Till.  IT  cl  LTv/lltll  x  l  v  cill  1  lllj 

of  Sciencesy  exeept  tdat  in  tde  event  of  tde  inability  or 
of  tde  National  Academy  of  Sciences  to  aety  tde 

oil  0.11  1I4  jlx  1  OTVl  1  >OlV  f\T-  i  1  w  1  ft  ai^i  yv~>  1  f  f  ft  ft  ^P1~>  ft 

Mlctil  T3vritrtrc7  Tlitr  TntrTxi7Tt7rl5  t tt  tlrt7  L  utlllli 1 1 1 L  L  .  Txlt7 


size  of  tde 


o  n  o i 1  to 
oil  till  tJU 


an 


h~\7:  1  llq  s  ofiyo hfUtsxz 
Tl  y  T11AJ  Uvrtt  tlu  V  T 

sdad  reeeive  as  eom- 


for  tdeir  services  a 
tde  Secretary  shall  by  rules  and  xv.fe 
time  actually  spent  in  tde  work  of  tde 
in  addition  de  reimbursed  for  tbud  neeessary  trasxdb+g  and 
subsistence  expenses  while  so  serving  away  from  tdeir  places 
of  residence;  fide  members  sdad  not  de  subject  to  any  other 
provisions  of  law  regarding  tde  appointment  and  compen¬ 
sation  of  employees  of  tde  United  Statesr  dhe  Secretary 
sdad  furnish  tde  committee  with  adequate  clerical  and  other 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 


11 


assistanee7  and  sfeall  fey  rales  and  regt 
procedure  to  fee  followed  fey  {-fee  eemmfeteer  fefee 
sfeall  refer  {fee  petfeien7  ordery  or  preposufe  or  question?  as 
{fee  ease  may  fee7  {e  {fee  advisory  eommittce  so  appointed, 
anti  furnish  snefe  committee  all  {fee  data  feefora  feinn  A 
who  feas  filed  a  petition  os  wfeo  feas  requested  {fee 
of  an  ordery  praposafe  os  question7  {o  an  advisory 
q  as  well  as  representatives  In  {fee  ^Department  of 
q  Edueation-y  and  -Welfare7  sfeall  feave  {fee  right  {o 
wfefe  snefe  advisory  eon-noi  itee  in  connection  with  {fee 
matter  referred  to  itA 


U 


Within  sixty  days  aider  {fee  dale  of  snefe 
or  -within  an  additional  {feirty  days  if  {fee 
snefe  additional  {fine  necessary  {fee  committee  sfealfe  after 
stndy  of  {fee  data  fnmisfeed  to  it  fey  {fee  See- 
f  and  etfeer  elata  before  ity  eertify  to  {fee  Secretary  a 
report  and  re  conn  n  cn  dations7  together  wfefe  all  underlying- 
data  and  a  statement  of  {fee  reasons  or  feasis  for  {fee 


mendations-.-  Wfefe  tfeirty  days  after  snefe 
and  after  giving  due  consideration  to  all  data  tfeen  feefore 

dat%  and  statement  and  to  any  prior  order  issued  fey  fefen 
in  eonneetion  witfe  snefe  matter?  {fee  Secretary  sfeall  confirm 
or  modify  any  order  theretofore  issued  017  if  no  snefe  order 
feas  feeen  issned7  sfeall  fey  order  establish  a  regulation  pre- 


12 


2  serlbmgy  v-ntb  res-peet  to  any  particular  use  el  tke  feed 

2  additive  involved,-  the  conditions  under  v.diiek  seek  additive 

3  may  ke  safely  used  er  skaky  by  erdeiy  deny  ike  petkiem 

4  “  (3)  kke  kcerctary  may  ky  regulation  eendkien  re- 

6  upon  Ike  payment,  ky  Ike  person  requesting  Ike  relcrraly  el 

7  lees  le  defray  ike  eesls  arising  ky  reasen  el  snek  refer  ruby 

8  keek  feesy  including  ndvanee  deposits  le  (-ever  seek  leesy  skak 

9  ke  available,-  nntii  expended,  ler  paying  (directly  er  ky  vray 

10  el  reimbursement  el  Ike  applicable  appropriation)  Ike  ex- 

11  penses  el  advisery  committees  nnder  ibis  snbseetien  and  etker 

12  expenses  arising  by  reasen  el  referrals  le  seek 

13  and  ler  rekmds  el  excess  payments. 

14  ‘‘Publication  and  -Effective  Hate  el  Orders 

15  --(I)  •  Any  erdeiy  mckukng  any 

16  by  snek  erdeiy  issued  under  subsection  4^4t  4^4t  or  4of  el 

17  tkis  seetieny  skak  ke  pnbksked  and  skak  be  effective  upen 

18  publieatieny  but  ike  keeretnry  may  stay  snek  effectiveness 

19  iff  alter  issuance  el  sack  erdery  tke  erder  er  any  question 

20  related  thereto  is  referred  te  an  advisery  eemmittee  pursu- 

21  ant  te  srrksectien  -fef  er  il  a  kearing  is  sought  vdtk  respect 

22  te  snek  erder  parsaant  te  snbseetien  4gK 

23  liObjeetiens  and  Public  Hearing 

24  iHg)-  4+4  Wilkin  thirty  days  alter  pnbkcatien  el  an 

25  erder  made  parsaant  te  snbseetien  4efy  -fdfy  or  ol  tkis 
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seetienT  any  person 
file  objections 

the 


aheeted  fey  saeh  an  order  may 
wfefe  the  Secretary  spec-hying  with 
m  el  the  order  deemed 


afefey  stating  reasonable  groands  therelery  and 
public  hearing  open  such  objections-:  — 4ho 
thercapony  alter  due  notice,  held  such  publie  hearing  for  the 
purpose  el  reeerving  evidence  relevant  and  material  ta  the 
issues  raised  fey  such  objections-:  Any  report?  reeommenda 
tiensy  underlying  data?  and  reasons  certified  te  the  Secretary 
fey  an  advisory  eemmittee  shad  fee  made  a  part  el  the  record 
el  the  hearing  il  relevant  and  matcrialy  subject  te  the 
hens  el  section  a  -fe}-  el  the 
-(h  4h  Sr  Ory  seer  400d -(ef)^  ffihe 

f  r\  ±x  it  >  evn  1  \  PV  Ia  n  AVt  t  >  o  f  »  O 
Uvijl^lul  l  x~  tx  111L  111  rJ  v  JL  t  U  tip  JJUtll  tXTTTT 

mg  -with  respect  te  the  report  and  r* 
eemmittee  apan  request  el  the  Secretary:  the 
the  officer  conducting  the  hearing?  hat  this  shall  net 
any  ether  member  el  the  advisory  eemmittee  hem  appearing 
and  testifying  at  sneh  hearing.  As  seen  as  practicable  alter 
completion  el  the  hearing?  the  Secretary  shah  fey  order  act 
upon  saeh  objections  and  make  sneh  order  public-: 

Saeh  order  shah  fee  based  apen  a  lair  evaluation 
el  the  entire  record  at  such  hearingy  including  any  report? 

the  Secretary  fey  an  advisory  eemmittecy  and  shall  include  a 
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forth  in  detail  44+e  findings  and  et 
upon  which  tfie  order  is  based? 

“ (fi)  ffihe  Secretary  sfiafi  speeify  in  the  order  the  dale 
on  which  it  shall  late  efieefi  except  that  it  sfiafi  net  fie 
made  to  take  effect  prior  to  tfie  ninetieth  day  alt  of  its 

-»-vn-ilvl-«riril-i/^-i->  i  ~i  t~>  1  nori  tG  /  ■■  w  .-p/vl  -iryr  j  l  t  \  rl  o  f  1 )  o  f  Alll  f*~\T  f>All 

!J  11'lllv.  tltlUllj  *4111  v.  u u  LllU  Uv.  Cl  V_  L  111  y  llllUo  T 1  lilt  \Jllll_"l  LL  Ullv  \  tTurl 

ditions  exist  necessitating  an  earlier  effective  date,  in  which 
event  the  Secretary  sfiafi  specify  in  tfie  order  fiis 

£a  nnpli  pmirlilintiQ- 
1 U  o  llUll  vUllUlelUllo* 


T?  AtTf  ATI  T 

xtv  \  1U  vV 

“-(h)  -(4-f  4n  a  ease  of  actual 
validity  of  any  order  issued  under 
any  order  thereunder  with  respect  to 


as  to  tfie 
-fg)-j  ineluding 
of  Feneal  of 


a  regulation  issued  under  tfiis  section-,-  any  person  who  wifi 
fie  adversely  affected  fey  suefi  order  may  ofitain  jodieu 
review  fey  filing  in  tfie  United  States  Genet  of  Appeals  foe 
tfie  circuit  wherein  suefi  person  resides  or  fias  fiis 
plaee  of  business,  or  in  tfie  United  States  Court  of 
for  tfie  District  of  Gefinnbia  Gireuitj  within  sixty  days  after 
tfie  entry  of  suefi  order,  a  petition  praying  tfiat  tfie  order 
fie  set  aside  in  whole  or  in  partr 

-  (2)  A  eopy  of  suefi  petition  sfiali  fie  forthwith-  served 
upon  tfie  Secretary-,-  or  upon  any  officer  designated  fey  1dm 
for  that  purpose^  and  thereupon  tfie  Secretary  shad  certify 
and  file  in  tfie  court  a  transeript  of  tfie  proceedings  and  the 
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on  which  he  based  hie  order?  Upon  such  filing-  the 
eefti4  shah  have  exclusive  jurisdiction  to  affirm  or  set  aside 


the  order  complained  of  in  whole  or  ffi  part?  The  findings 

of  the  Secretary  with  respect  to  questions  of  faet  shah  he 

sftstaincd  if  based  upon  a  fair  evaluation  of  the  entire 

at  sash  bearing?  melading  any  report,- 

underlying  data^  and  reasons  certified  to  the  Secretary  by  an 

advisorv  committee? 

•/ 

--f3)~  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence^  the  eourt  may  order  sneh  addi¬ 
tional  evidence  to  he  taken  before  the  Secretary  and  to  he 
adduced  upon  the  hearing  in  sneh  manner  and  npon  sneh 
terms  and  conditions  as  to  the  court  may  seem  proper,  if 
sneh  evidence  is  material  and  there  -were  reasonable  grounds 
for  failure  to  adduee  sneh  evidence  in  the  preeecdmffs  helowr 


The  Secretary  may  modify  his  findings  as  to  the  facts  and 
order  by  reason  of  the  additional  evidence  so  takeig  and 
shah  file  with  the  court  sneh  modified  findings  and  order? 

^-4)-  Tim  judgment  of  the  court  affirming  or  setting 
aside,-  in  whole  or  in  parfi  any  order  under  this  scetion  shall 
be  finafi  subject  to  review  by  the  Supreme  Go-art  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  scetion  1-254  of  title  2S  of  the  United  States  Gede?  The 
eommenccmcnt  of  proceedings  under  this  section  shah  nofi 
unless  specifically  ordered  by  the  eourt  to  the  contrary 
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operate  as  a  stay  of  an  ordert  dbe  court  shah  advance  on 
tke  docket  and  expedite  tke  disposition  of  ah  causes  tded 
tli  drift  pnrsuftiit  to  this  seetiem 

“  (:>)-  44te  eo-ury  on  seek  judicial  review,-  skak  net  sustain 
tke  or  dee  of  tke  Secretary  if  ke  failed  te  comply  with  any 
requirement  imposed  on  kkn  ky  subsection  -fgf  -(-2-)-  ^f  this 

rm/lti  ATI 

8L  V  LIU11  • 

-“Amendment  or  Repeal  of  Regulations 
dke  Secretary  sliafl  ky  regulation  prescribe  tke 
procedure  ky  w-kiek  regulations  under  tke  foregoing  pre¬ 
visions  of  this  section  may  ke  amended  or  repealed,  ftnd 
seek  procedure  shall  conform  to  tke 
in  this  section  for  tke  promulgation  of  suck 
tg  tke  appointment  of  advisory 

e  for  referring  matters  to  suck  committees'. 

‘-Exemptions  for  Investigational  Esc 
Without  regard  to  subsections  -(b)-  to  -(r)-?  mdu- 
s my  of  this  seetionj  tke  Secretary  skak  ky  regulation  provide 
for  exempting  from  tke  requirements  of  this  section  any 
food  addkkuy  and  any  food  bearing  or  containing  suck  addi¬ 
tive?  intended  solely  for  investigational  use  by  qualified  cm 
ports  when  in  kis  opinion  suck  exemption  is  consistent  with 
tke  pubke  health.” 

Se6t  kr  Section  hb4  -fj)-  of  suck  Act  is  amended  by  in¬ 
serting  after  £A947A 
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lb  -(a)-  Except  aw  provided  m  subsections  -(b)-  end 
-(a)-  at*  tbis  seetiern  tbis  Act  shall  take  efieet  an  the  date  el 
its  enactment. 

a* 


as  provided  in  sabseetlon  -(a)-  el  ibis  sr 
section  4  el  Ibis  Act  shall  lake  efieet  ea  Iba  eaa  handled  aad 
eightieth  day  abas  -the  data  el  enaetarent  el  Ibis  Aetr 

-(e)-  With  respect  ie  any  particular  commercial  asa  el  a 
leed  additive,  II  saeb  asa  was  made  el  saeb  addbivc  before 
banuary  A  4b587  soctloa  4  el  Ibis  Ael  sbab  lake  cffeet, — 

-(4)-  either  (A-)-  eaa  year  aba?  Iba  abaalAa  dale 
established  la  subsection  -(b)-  el  Ibis  seetierg  er  -(E)-  al 
Iba  aad  el  saeb  additional  yoked  -{bat  ael  later  tbaa 
two  years  bom  saab  effcetlve  data  aslabllsbcd  la  sub- 
saaliea  -(b)-)-  as  Iba  Secretary  el  -Healtlg  Edueatieig  aad 
Weliarc  may  prescribe  ea  iba  basis  el  a  finding  that 
saab  extension  invokes  ae  aadaa  risk  le  Iba  public 
beabb  aad  that  aeadbieas  exist  which  necessitate  Iba 
prescribing  el  saab  aa  additional  period^  er 

-{2f  ea  Iba  data  ea  which  aa  order  with  respect  te 
saab  asa  aadar  section  40b  el  ibe  Eederal  Eeedr  Erugr 
aad  Eesmelie  Ael  beeemas  efi-eetiveT 
whichever  data  first  eeearsr 

SbCt  A  Noticing  la  Ibis  Aal  sbab-  be  eonstracd  le  ex¬ 
empt  any  areal  er  areal  leed  product  er  any  person  bear 
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e¥  rerjWtofmml  impaaed  bf  ar  patoHaal  to  0+e  Meal  Inspoe  - 
tom  Ael  el  March  4j  490m  94  84a4r  4-2-OOy  as  amended  awl 
extowled  -(94  49  St  44  74-  awl  Ihe  fellewisg)-r 
That  this  Act  may  he  cited  as  the  “ Food  Additives  Amend¬ 
ment  of  1958'' . 

Sec.  2.  Section  201,  as  amended,  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  is  further  amended  by  adding  at 
the  end  of  such  section  the  following  new  paragraphs: 

“(s)  The  term  ‘food  additive  means  any  substance  the 
intended  use  of  which  results  or  may  reasonably  be  expected 
to  result,  directly  or  indirectly,  in  its  becoming  a  component 
or  otherwise  affecting  the  characteristics  of  any  food  (includ¬ 
ing  any  substance  intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing,  treating,  packaging, 
transporting,  or  holding  food;  and  including  any  source  of 
radiation  intended  for  any  such  use),  if  such  substance  is  not 
generally  recognized,  among  experts  qualified,  by  scientific 
training  and  experience  to  evaluate  its  safety,  as  having  been 
adequately  shown  through  scientific  procedures  ( or,  in  the 
case  of  a  substance  used  in  food,  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under  the  conditions  of  its 
intended  use;  except  that  such  term  does  not  include — 

“(1)  a  pesticide  chemical  in  or  on  a  raw  agricultural 

commodity;  or 
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“(2)  a  'pesticide  chemical  to  the  extent  that  it  is 
intended  for  use  or  is  used  in  the  production,  storage,  or 
transportation  of  any  raw  agricultural  commodity;  or 
“(3)  any  substance  used  in  accordance  with  a  sanc¬ 
tion  or  approval  granted  prior  to  the  enactment  of  this 
paragraph  pursuant  to  this  Act  or  the  Meat  Inspection 
Act  of  March  4,  1907  (34  Stat.  1260),  as  amended  and 
extended  (21  U.  S.  C.  71  and  the  following). 

“(t)  The  term  ‘safe’,  as  used  in  paragraph  (s)  of  this 
section  and  in  section  409,  has  reference  to  the  health  of  man 
or  animal 

Sec.  3.  (a)  Clause  (2)  of  section  402  (a),  as  amended, 
of  such  Act  is  amended  to  read  as  follows:  “(2)  (A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious 
substance  ( except  a  pesticide  chemical  in  or  on  a  raw  agri¬ 
cultural  commodity  and  except  a  food,  additive)  which  is  un¬ 
safe  within  the  meaning  of  section  406,  or  (B)  if  it  is  a 
raw  agricultural  commodity  and  it  bears  or  contains  a  pesti¬ 
cide  chemical  which  is  unsafe  within  the  meaning  of  section 
408  (a),  or  (C)  if  it  is,  or  it  bears  or  contains,  any  food 
additive  which  is  unsafe  within  the  meaning  of  section  409: 
Provided,  That  where  a  pesticide  chemical  has  been  used  in 
or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section 
408  and  such  raw  agricultural  commodity  has  been  subjected 
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to  processing  such  as  canning,  cooking,  freezing,  dehydrat¬ 
ing,  or  milling,  the  residue  of  such  pesticide  chemical  remain¬ 
ing  in  or  on  such  processed  food  shall,  notwithstanding  the 
provisions  of  sections  406  and,  409,  not  be  deemed  unsafe  if 
such  residue  in  or  on  the  raw  agricultural  commodity  has  been 
removed  to  the  extent  possible  in  good  manufacturing  prac¬ 
tice  and,  the  concentration  of  such  residue  in  the  processed 
food  when  ready  to  eat,  is  not  greater  than  the  tolerance 
prescribed,  for  the  raw  agricultural  commodity . 

(b)  Section  402  (a),  as  amended,  of  such  Act  is  further 
amended  by  striking  out  the  period,  at  the  end  thereof  and 
inserting  in  lieu  thereof  a  semicolon  and  the  following:  “or 
(7)  if  it  has  been  intentionally  subjected  to  radiation,  unless 
the  use  of  the  radiation  was  in  conformity  with  a  regulation 
or  exemptmi  in  effect  pursuant  to  section  409.” 

(c)  The  first  sentence  of  section  406  (a)  of  such 
Act  is  amended  by  striking  out  “ clause  (2)"  wherever  it 
appears  in  such  sentence  and  inserting  in  lieu  thereof  “clause 
(2)  (A)”. 

Sec.  4.  Chapter  IV  of  such  Act  is  amended  by  adding 
at  the  end,  thereof  the  following  new  section: 

“ FOOD  ADDITIVES 

“Unsafe  Food  Additives 

Sec.  409 .  (a)  A  food  additive  shall,  with  respect  to 
any  particular  use  or  intended  use  of  such  additives,  be 
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deemed  to  be  unsafe  for  the  purposes  of  the  application 
of  clause  (2)  (C )  of  section  402  (a),  unless — 

“(1)  it  and  its  use  or  intended  use  conform  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to  sub¬ 
section  (i )  of  this  section;  or 

“( 2)  there  is  in  effect,  and.  it  and  its  use  or 
intended  use  are  in  conformity  with,  a  regulation  issued, 
under  this  section  prescribing  the  conditions  under 
which  such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food,  additive  is  in 
effect.,  a  food  shall  not,  by  reason  of  bearing  or  containing 
such  an  additive  in  accordance  with  the  regulation,  be  con¬ 
sidered  adulterated  within  the  meaning  of  clause  (1)  of 
section  402  (a). 

“Petition  To  Establish  Safety 
“(b)  (1)  Any  person  may,  with  respect  to  any  intended 
use  of  a  food  additive,  file  with  the  Secretary  a  petition  pro¬ 
posing  the  issuance  of  a  regulation  prescribing  the  conditions 
under  which  such  additive  may  be  safely  used. 

“(2)  Such  petition  shall,  in  addition  to  any  explanatory 
or  supporting  data,  contain — 

“(A)  the  name  and  all  pertinent  information  con¬ 
cerning  such  food,  additive,  including,  where  available, 
its  chemical  identity  and  composition; 

“(B)  a  statement  of  the  conditions  of  the  proposed 
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use  of  such  additive,  including  all  directions,  recommen¬ 
dations,  and  suggestions  proposed  for  the  use  of  such 
additive,  and  including  specimens  of  its  proposed  label¬ 
ing; 

“(C)  all  relevant  data  bearing  on  the  physical  or 
other  technical  effect  such  additive  is  intended  to  pro¬ 
duce,  and  the  quantity  of  such  additive  required  to 
produce  such  effect; 

“(D)  a  description  of  practicable  methods  for  deter¬ 
mining  the  quantity  of  such  additive  in  or  on  food,  and 
any  substance  formed  in  or  on  food,  because  of  its  use; 
and 

“(E)  full  reports  of  investigations  made  with  respect 
to  the  safety  for  use  of  such  additive,  including  full 
information  as  to  the  methods  and  controls  used  in  con¬ 
ducting  such  investigations. 

“(3)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  ( or,  if  the  petitioner  is  not  the  manufacturer  of  such 
additive,  the  petitioner  shall  have  the  manufacturer  of  such 
additive  furnish,  without  disclosure  to  the  petitioner)  a  full 
description  of  the  methods  used  in,  and  the  facilities  and 
controls  used  for,  the  production  of  such  additive. 

“(4)  Upon  request  of  the  Secretary,  the  petitioner  shall 
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furnish  samples  of  the  food  additive  involved ,  or  articles 
used  as  components  thereof,  and  of  the  food  in  or  on  which 
the  additive  is  proposed  to  he  used. 

11  (5)  Notice  of  the  regulation  proposed  by  the  petitioner 
shall  he  published  in  general  terms  hy  the  Secretary  within 
thirty  days  after  filing. 

“ Action  on  the  Petition 
“(c)  (1)  The  Secretary  shall — 

“(A)  hy  order  establish  a  regulation  (whether  or 
not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing ,  with  respect  to  one  or  more  proposed  uses 
of  the  food  additive  involved,  the  conditions  under 
which  such  additive  may  be  safely  used,  (including,  hut 
not  limited  to,  specifications  as  to  the  particular  food  or 
classes  of  food  in  or  in  which  such  additive  may  he 
used,  the  maximum  quantity  ivhich  may  he  used  or  per¬ 
mitted  to  remain  in  or  on  such  food,  the  manner  in 
which  such  additive  may  he  added  to  or  used  in  or  on 
such  food,  and  any  directions  or  other  labeling  or 
packaging  requirements  for  such  additive  deemed 
necessary  hy  him  to  assure  the  safety  of  such  use), 
and  shall  notify  the  petitioner  of  such  order  and  the 
reasons  for  such  action;  or 
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“(B)  by  order  deny  the  petition,  and  shall  notify 
the  petitioner  of  such  order  and  of  the  reasons  for  such 
action. 

“(2)  The  order  required  by  paragraph  (1)  (A)  or 
(B)  of  this  subsection  shall  be  issued  within  ninety  days 
after  the  date  of  filing  of  the  petition,  except  that  the  Secre¬ 
tary  may  (prior  to  such  ninetieth  day),  by  written  notice 
to  the  petitioner,  extend  such  ninety-day  period  to  such 
time  (not  more  than  one  hundred  and  eighty  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary  deems  neces¬ 
sary  to  enable  him  to  study  and  investigate  the  petition. 

“(3)  No  such  regulation  shall  issue  if  a  fair  evaluation 
of  the  data  before  the  Secretary — 

“(A)  fails  to  establish  that  the  proposed  use  of  the 
food  additive,  under  the  conditions  of  use  to  be  speci¬ 
fied  in  the  regulation,  will  be  safe;  or 

“(B)  shows  that  the  proposed  use  of  the  additive 
woidd  promote  deception  of  the  consumer  in  violation 
of  this  Act  or  woidd  otherwise  result  in  adulteration 
or  in  misbranding  of  food,  within  the  meaning  of  this  Act. 
“(4)  If,  in  the  judgment  of  the  Secretary,  based  upon 
a  fair  evaluation  of  the  data,  before  him,  a  tolerance  limita¬ 
tions  is  required  in  order  to  assure  that  the  proposed  use 
of  an  additive  will  be  safe,  the  Secretary — 
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“(A)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  he  reasonably  required  to 
accomplish  the  physical  or  other  technical  effect  for 
which  such  additive  is  intended;  and 

“(B)  shall  not  establish  a  regulation  for  such  pro¬ 
posed  use  if  he  finds  upon  a  fair  evaluation  of  the  data 
before  him  that  such  data  do  not  establish  that  such  use 
irould  accomplish  the  intended  physical  or  other  techni¬ 
cal  effect. 

“(5)  In  determining,  for  the  purposes  of  this  section, 
whether  a  proposed  use  of  a  food  additive  is  safe,  the  Sec¬ 
retary  shall  consider  among  other  relevant  factors — 

“(A)  the  probable  consumption  of  the  additive 
and  of  any  substance  formed  in  or  on  food  because  of 
the  use  of  the  additive; 

“(B)  the  cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  account  any  chemi¬ 
cally  or  pharmacologically  related  substance  or  sub¬ 
stances  in  such  diet;  and 

“(C)  safety  factors  which  in  the  opinion  of  experts 
qualified  by  scientific  training  and  experience  to  evaluate 
the  safety  of  food  additives  are  generally  recognized  as 
appropriate  for  the  use  of  animal  experimentation  data. 
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“ Regulation  Issued  on  Secretary’s  Initiative 
“(d)  The  Secretary  may  at  any  time,  upon  his  own 
initiative,  propose  the  issuance  of  a  reputation  prescribing, 
with  respect  to  any  particular  use  of  a  food  additive,  the 
conditions  under  which  such  additive  may  be  safely  used, 
and  the  reasons  therefor.  After  the  thirtieth  day  following 
publication  of  such  a  proposal,  the  Secretary  may  by  order 
establish  a  regulation  based  upon  the  proposal. 

“ Publication  and  Effective  Date  of  Orders 
“(e)  Any  order,  including  any  regulation  established 
by  such  order,  issued  under  subsection  (c)  or  (d)  of  this 
section,  shall  be  published  and  shall  be  effective  upon  publi¬ 
cation,  but  the  Secretary  may  stay  such  effectiveness  if ,  after 
issuance  of  such  order,  a  hearing  is  sought  with  respect  to 
such  order  pursuant  to  subsection  (f). 

“Objections  and  Public  Hearing 
“(f)  (1)  Within  thirty  days  after  publication  of  an 
order  made  pursuant  to  subsection  (c)  or  (d)  of  this 
section,  any  person  adversely  affected  by  such  an  order  may 
file  objections  thereto  with  the  Secretary,  specifying  with 
particularity  the  provisions  of  the  order  deemed  objection¬ 
able,  stating  reasonable  grounds  therefor,  and  requesting  a 
public  hearing  upon  such  objections.  The  Secretary  shall, 
after  due  notice,  as  promptly  as  possible  hold  such  public 
hearing  for  the  purpose  of  receiving  evidence  relevant  and 
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material  to  the  issues  raised  by  such  objections.  As*  soon  as 
practicable  after  completion  of  the  hearing,  the  Secretary 
shall  by  order  act  upon  such  objections  and  make  such  order 
public. 

“(2)  Such  order  shall  be  based  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing,  and  shall  include  a 
statement  setting  forth  in  detail  the  findings  and  conclusions 
u/pon  which  the  order  is  based. 

“(3)  The  Secretary  shall  specify  in  the  order  the  date 
on  which  it  shall  take  effect,  except  that  it  shall  not  be 
made  to  take  effect  prior  to  the  ninetieth  day  after  its 
publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which 
event  the  Secretary  shall  specify  in  the  order  his  findings  as 
to  such  conditions. 

“ Judicial  Review 

(‘(g)  (1)  In  a  case  of  actual  controversy  as  to  the 
validity  of  any  order  issued  under  subsection  (f),  including 
any  order  thereunder  with  respect  to  amendment  or  repeal  of 
a  regulation  issued  under  this  section,  any  person  who  will 
be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  Court  of  Appeals  for 
the  circuit  wherein  such  person  resides  or  has  liis  principal 
place  of  business,  or  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  Circuit,  within  sixty  days  after 
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the  entry  of  such  order,  a  petition  praying  that  the  order 
he  set  aside  in  whole  or  in  part. 

“(2)  A  copy  of  such  petition  shall  be  forthwith  served 
upon  the  Secretary,  or  upon  any  officer  designated  by  him 
for  that  purpose,  and  thereupon  the  Secretary  shall  certify 
and  file  in  the  court  a  transcript  of  the  proceedings  and  the 
record  on  which  he  based  his  order.  Upon  such  filing,  the 
court  shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 
the  order  complained  of  in  whole  or  in  part.  The  findings 
of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of  the  entire  record 
at  such  hearing.  The  court  shall  advance  on  the  docket  and 
expedite  the  disposition  of  all  causes  filed  therein  pursuant 
to  this  section. 

“(3)  The  court,  on  such  judicial  review,  shall  not  sustain 
the  order  of  the  Secretary  if  he  failed  to  comply  with  any 
requirement  imposed  on  him  by  subsection  (f)  (2)  of  this 
section. 

‘Y 4)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such  addi¬ 
tional  evidence  to  be  taken  before  the  Secretary  and  to  be 
adduced  upon  the  hearing  in  such  manner  and  upon  such 
terms  and  conditions  as  to  the  court  may  seem  proper,  if 
such  evidence  is  material  and  there  were  reasonable  grounds 
for  failure  to  adduce  such  evidence  in  the  proceedings  below. 
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The  Secretary  may  modify  his  findings  as  to  the  facts  and 
order  by  reason  of  the  additional  evidence  so  taken ,  and 
shall  file  with  the  court  such  modified  findings  and  order. 

l'(5)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  order  under  this  section  shall 
be  final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  section  1254  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary, 
operate  as  a  stay  of  an  order. 

“Amendment  or  Repeal  of  Regulations 
"(h)  The  Secretary  shall  by  regulation  prescribe  the 
procedure  by  which  regulations  under  the  foregoing  pro¬ 
visions  of  this  section  may  be  amended  or  repealed,  and 
such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations. 

“Exemptions  for  Investigational  Use 
“  (i)  Without  regard  to  subsections  (b)  to  (h) ,  inclu¬ 
sive,  of  this  section,  the  Secretary  shall  by  regulation  provide 
for  exempting  from  the  requirements  of  this  section  any 
food  additive,  and  any  food  bearing  or  containing  such  addi¬ 
tive,  intended  solely  for  investigational  use  by  qualified,  ex¬ 
perts  when  in  his  opinion  such  exemption  is  consistent  with 
the  public  health .” 
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Sec.  5.  Section  301  (j )  of  such  Act  is  amended  by 
inserting  u409  after  “404,’' . 

Sec.  6.  (a)  Except  as  provided  in  subsections  (b)  and, 
(c)  of  this  section,  this  Act  shall  take  effect  on  the  date  of 
its  enactment. 

(b)  Except  as  provided,  in  subsection  (c)  of  this  section, 
section  3  of  this  Act  shall  take  effect  on  the  one  hundred  and 
eightieth  day  after  the  date  of  enactment  of  this  Act. 

(c)  With  respect  to  any  particular  commercial  use  of  a 
food  additive,  if  such  use  was  made  of  such  additive  before 
January  1,  1958,  section  3  of  this  Act  shall  take  effect — 

(1)  either  (A)  one  year  after  the  effective  date 
established  in  subsection  (b)  of  this  section,  or  (B)  at 
the  end  of  such  additional  period  (but  not  later  than 
two  years  from  such  effective  date  established,  in  sub- 
section  (b) )  as  the  Secretary  of  Health,  Education,  and 
Welfare  may  prescribe  on  the  basis  of  a  finding  that 
such  extension  involves  no  undue  risk  to  the  public 
health  and  that  conditions  exist  which  necessitate  the 
prescribing  of  such  an  additional  period,  or 

(2)  on  the  date  on  which  an  order  with  respect  to 
such  use  under  section  409  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  becomes  effective, 

whichever  date  first  occurs. 

Sec.  7.  Nothing  in  this  Act  shall  be  construed  to  exempt 
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1  any  meat  or  meat  food  product  or  any  person  from  any 

2  requirement  imposed  by  or  pursuant  to  the  Meat  Inspection 

3  Act  of  March  4,  1907,  34  Stat.  1260,  as  amended  and 

4  extended  (21  TJ.  8.  C.  71  and  the  following) . 
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HIGHLIGHTS:  House  cleared  for  President  humane  slaughter  bill;  USDA  insured 
loans  bill.  Rep,  McCormack  announced ytarm  bill  to  be  considered  today  (Aug,  14). 
Senate  committee  reported  supplemental!  appropriation  bill  (to  be  considered  today, 


Aug.  14)  .  Several  Senators  urged 
Senate  passed  education  bill.  Sej 


issage  of  cotton,  rice,  and  wool  legislation, 
Proxmire  introduced  and  discussed  bill  to  extend 


marketing  orders  to  producers  o y  fresh  fruits  and  vegetables.  Sen.  Symington  sub¬ 
mitted  and  discussed  measure  tp  freeze  cotton  and  rioe  acreage  allotments. 


HOUSE 

1,  FARM  PROGRAM,  Rep.  J^cCormack  announced  that  S.  4071,  the  rarm  bill,  would  be  con¬ 

sidered  today,  Au£l  14,  under  suspension  of  the  rules,  (p.  >16013)  Rep.  Cooley 
inserted  a  copy  Jot  the  bill  to  be  considered,  which  he  stated  would  be  an  amend¬ 
ment  to  the  biyi  as  passed  by  the  Senate,  (pp.  16026-29) 

2,  FARM  LOANS.  /Passed  under  suspension  of  the  rules  S,  3333,  to  facilitate  the  in¬ 

surance  o y  farm  ownership  and  soil  and  water  conservation  loans.  Tihis  bill  will 
novj  be  s,^nt  to  the  President,  (pp.  16029-30)  See  Digest  137  for  provisions  of 
the  bi} 

3,  HUMANS  SLAUGHTER.  Concurred  in  the  Senate  amendments  to  H.  R.  8308,  to  pft^vide 
fcyr  the  humane  slaughter  of  livestock.  This  bill  will  now  be  sent  to  the 

esident.  (p.  16029)  See  Digest  123  for  a  summary  of  the  Senate  amendmeni 

EXCISE  TAXES.  Received  the  conference  report  on  H.  R.  7125,  to  make  technical 
changes  in  the  Federal  excise  tax  laws  (II.  Rept,  2596)  .  House  conferees  were 
appointed  earlier  in  the  day.  Senate  conferees  have  been  appointed,  pp.  15956, 
16053-56 


ROADS.  Concurred  in  the  Senate  amendment  to  H.  R.  12776,  to  revise,  codify, 
enact  into  law,  title  23  of  the  U,  S.  Code  entitled  "Highways,”  This  bill  w 
now  be  sent  to  the  President,  pp.  15998-99 


6.  FOOD  ADDITIVES.  Passed  under  suspension  of  the  rules  H.  R.  13254,  to  amen  • 
Federal  Food,  Drug,  and  Cosmetic  Act  so  as  to  prohibit  the  use  in  food  oi  addi¬ 
tives  which  have  not  been  adequately  tested  to  establish  their  safety,  pp. 
16013-26 


7.  LANDS.  Cohcurred  in  the  Senate  amendment  to  H.  R.  4635,  to  provide  for  t  e 
settlement  and  entry  of  public  lands  in  Alaska  containing  coal/  oil,  or  gas 
under  Sec.  lO^of  the  act  of  May  14,  1898.  This  bill  will  novr  e  sen  o 
President.  p\l6034 


8.  HOUSING.  Rep.  Mack  urged  passage  of  S.  4035,  the  omnibu^/housing  bill,  before 
Congress  adjourns.  \p.  16036 


9.  TRANSPORTATION.  Rep.  follefson  referred  to  certain  foreign  criticism  of  the 
cargo  preference  legislation,  which  requires  thatyat  least  50  percen  o  . 
shipments  under  the  foreign  aid  program  be  shipped  in  American  vesse, 
stated  that  "I  am  convinceck  that  Congress  will/not  relax  its  v  ews  wi 
respect  to"  this  shipping  requirement,  p.  16$ 36 


10.  SCHOOL  LUNCHES.  The  District  oiNoolumbia  Gtomittee  reported  with 

S.  1764,  to  authorize  payment  of  yhe  cos/  of  free  lunches  for  nee  y  c 
in  the  D.  C.  public  schools  (H.  Refct.  2588) .  p.  16056 


11.  MINERALS;  WATER  RESOURCES.  Agreed  t 
authorize  Interior  to  perform  sury* 
biology,  minerals  and  water  resor 
President.  p.  16034 


7B, 


ces. 


ie  Senate  amendment  to  H.  R.  11123,  to 
Investigations,  and  research  in  geology, 
V  lis  bill  will  now  be  sent  to  the 


12.  RESEARCH.  The  Interstate  and/Foreign  Commercd^ommittee  ordered  reported 

S.  4039,  to  authorize  the  head  of  any  Government  agency  now  malting  contracts 
for  research  to  grant  funds  for  the  support  of  such  research,  p.  D844 


13. 


INFORMATION.  Received  A  report  from  the  Government  operations  Committee  "per- 
taining  to  information  from  Federal  departments  and  agencies"  (H.  Rept.  2578) . 
p.  16056 


14.  RECLAMATION.  Received  from  Interior  a  report  on  Red  Willoy  Dam  and  Reservoir 
and  associated/works ,  and  Frenchman-Cambridge  division,  Missouri  River  Basin 
project,  Nebr<f  p.  16056 


SENATE 


15. 


FARM  PFOdRAM.  Sen.  McClellan  urged  the  passage  of  legislation  this\session 
to  prevent  reductions  in  cotton  and  rice  acreage.  Sen.  Stennis  condyrred  in 
his  /Opposition  to  adjourning  until  the  farm  legislation  is  passed.  Sj 
Johnson  stated:  "Too  many  people  in  this  field  have  been  too  adamant ,‘\and 
:ged  that  a  compromise  farm  bill  be  worked  out.  Sens.  Johnston,  Jordan^  and 
lill  agreed  that  farm  legislation  is  necessary,  pp.  15844-5 

Sens.  Mansfield,  Barrett;,  Allot t,  and  Thye  urged  the  passage  of  the  Wool  Act 
extension  bill,  and  stated  that  the  woolgrowers  would  be  endangered  if  the 
law  were  not  extended  this  session,  pp.  15356-8 


1958 
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The  SPEAKER.  Is  there  objection  to 
\he  request  of  the  gentleman  from  Penn- 
ylvania? 

\Mr.  KEATING.  Mr.  Speaker,  reserv¬ 
ing  the  right  to  object;  does  this  amend¬ 
ment  provide  the  same  relief  in  different 
language? 

Ir.  WALTER.  That  is  right.  The  bill 
changes  the  status  of  a  widow  of  a  United 
States  citizen. 

Mn  KEATING.  That  is  not  a  change 
in  he\  actual  status  but  rather  her  legal 
statr 

Mr.  \W ALTER.  Yes;  it  changes  her 
legal  sflatus  under  the  immigration  laws 
by  preserving  her  nonquota  classifica¬ 
tion. 

Mr.  KEATING.  Mr.  Speaker,  I  with¬ 
draw  my\reservation  of  objection. 

The  SPEAKER.  Is  there  objection  to 
the  request  of  the  gentleman  from  Penn¬ 
sylvania? 

There  wejs  no  objection. 

The  Senate  amendment  was  con¬ 
curred  in. 

A  motion  \to  reconsider  was  laid  on 
the  table. 

GRANTING  ®F  PERMANENT  RESI¬ 
DENCE  T®  CERTAIN  ALIENS 

Mr.  WALTER.  Mr.  Speaker,  I  ask 
unanimous  consent  to  take  from  the 
Speaker’s  table  the  concurrent  resolution 
(H.  Con.  Res.  321v  approving  the  grant¬ 
ing  of  the  status  bf  permanent  resident 
to  certain  aliens,  With  amendments  of 
the  Senate  thereto,  and  concur  in  the 
Senate  amendments. 

The  Clerk  read  t\ie  title  of  the  con¬ 
current  resolution. 

The  Clerk  read  t\ie  Senate  amend-; 
ments,  as  follows : 

Page  3,  strike  out  lines  V), and  7. 

Page  4,  strike  out  line  7\ 

Page  6,  strike  out  line  23 

Page  8,  after  line  17,  insdh-t: 

"A— 10256998,  Leung,  Chu\ 

"A-9764946,  On,  Lo. 

“A-8248567,  Blaszkowski,  ffenryk. 

“A-9777521,  Kuan,  Ho.’ 

The  SPEAKER.  Is  theVe  objection  to 
the  request  of  the  gerp/nan  from 
Pennsylvania? 

There  was  no  objection. 

The  Senate  amendme/t^  were  con¬ 
curred  in. 

A  motion  to  reconsider  v\as  laid  on 
the  table. 


le  bill  was  ordered  to  be  read  a  thin 
timeWas  read  the  third  time,  and  passed^ 
and  a\motion  to  reconsider  was  laid  0n 
the  tabr 


COMMI 


ON  WAYS  AND  MEANS 


Mr.  McCORMACK.  Mr.  Speak/,  I  ask 
unanimous  consent  that  the  Committee 
on  Ways  and  Mkans  may  have  rnitil  mid¬ 
night  tonight  tcAfile  conference  reports 
on  the  bill,  H.  R.  \l25,  the  Excise  Tech¬ 
nical  Changes  Ac£\of  1958/ and  H.  R. 
8381,  the  Technical  \menc/nents  Act  of 
1958. 

The  SPEAKER.  Is  tWre  objection  to 
the  request  of  the  gentleman  from  Mas¬ 
sachusetts? 

There  was  no  objec/iojn. 


LEGISLATIVE  PROGR^ 

Mr.  McCORm/ck.  Mr.  Speaker,  I 
desire  to  make  a  lorief  announcement.  In 
connection  with  the  bill  that  will  come 
up  under  suspension  tomorrow,  I  wish 
to  announce /hat  the  bill  is  a  farm  bi) 


DWIGHT  ST.  SHARE! 

Mr.  LANE.  Mr /Speaker,  I  aAk  unani¬ 
mous  consent  for/the  present  considera¬ 
tion  of  the  bill  PS.  784)  for  the  \elief  of 
Dwight  S.  Sharer. 

The  Clerk  rjf&d  the  title  of  the\bill. 

The  SPEAKER.  Is  there  objection  to 
the  request/  of  the  gentleman  \  from 
Massachusetts? 

There  w As  no  objection. 

The  Cl/rk  read  the  bill,  as  followA: 

Be  it  enacted,  etc.,  That  Dwight  S.  Sharer, 
postmas/er  at  Mount  Morris,  Ill.,  is  relived 
from  liability  for  repayment  to  the  United 
State/ of  the  amount  of  $6,400,  representing 
the  /mount  due  the  United  States  on 
cou/t  of  the  embezzlement  of  post  offide 
fu/ds  by  Dale  M.  Lizer,  a  former  clerk  is 
the  post  office  at  Mount  Morris,  Ill.,  during 

le  period  from  July  1951,  through  June\ 
1954,  inclusive. 


AMENDING  FEDERAL  FOOD,  DRUG 
AND  COSMETIC  ACT— USE  OF 

ADDITIVES  IN  FOOD 

Mr.  HARRIS.  Mr.  Speaker,  I  move  to 
suspend  the  rules  and  pass  the  bill  (H.  R. 
13254)  to  protect  the  public  health  by 
amending  the  Federal  Food,  Drug,  and 
Cosmetic  Act  to  prohibit  the  use  in  food 
of  additives  which  have  not  been  ade¬ 
quately  tested  to  establish  their  safety, 
as  amended. 

The  Clerk  read  as  follows ; 

Be  it  enacted,  etc..  That  this  act  may  be 
cited  as  the  “Food  Additives  Amendment  of 
1958.’’ 

Sec.  2.  Section  201,  as  amended,  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  is 
further  amended  by  adding  at  the  end  of 
such  section  the  following  new  paragraphs: 

"(s)  The  term  ‘food  additive’  means  any 
substance  the  intended  use  of  which  results 
or  may  reasonably  be  expected  to  result,  di¬ 
rectly  or  indirectly,  in  its  becoming  a  com¬ 
ponent  or  otherwise  affecting  the  charac¬ 
teristics  of  any  food  (including  any  sub¬ 
stance  intended  for  use  in  producing,  manu¬ 
facturing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or  holding 
food;  and  including  any  source  of  radiation 
intended  for  any  such  use),  if  such  sub¬ 
stance  is  not  generally  recognized,  among  ex¬ 
perts  qualified  by  scientific  training  and 
experience  to  evaluate  its  safety,  as  having 
been  adequately  shown  through  scientific 
procedures  (or,  in  the  case  Of  a  substance 
used  in  food  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  ex¬ 
perience  based  on  common  use  in  food)  to 
be  safe  under  the  conditions  of  its  intended 
use;  except  that  such  term  does  not  in¬ 
clude — 

"(1)  a  pesticide  chemical  in  or  on  a  raw 
agricultural  commodity;  or 

“(2)  a  pesticide  chemical  to  the  extent 
that  it  is  intended  for  use  or  is  used  in  the 
production,  storage,  or  transportation  of  any 
raw  agricultural  commodity;  or 

“(3)  any  substance  used  in  accordance 
with  a  sanction  or  approval  granted  prior  to 
the  enactment  of  this  paragraph  pursuant  to 
this  act  or  the  Meat  Inspection  Act  of  March 
4,  1907  (34  Stat.  1260),  as  amended  and  ex¬ 
tended  (21  U.  S.  C.  71  and  the  following). 

“(t)  The  term  ‘safe’,  as  used  in  para¬ 
graph  (s)  of  this  section  and  in  section  409, 


has  reference  to  the  health  of  man  or 
animal.” 

Sec.  3.  (a)  Clause  (2)  6f  section  402  (a), 
I  as  amended,  of  such  act  is  amended  to  read 
I  as  follows:  “(2)  (A)  if  it  bears  or  contains 
any  added  poisonous  or  added  deleterious 
substance  (except  a  pesticide  chemical  in  or 
on  a  raw  agricultural  commodity  and  except 
a  food  additive)  which  is  unsafe  within  the 
meaning  of  section  406,  or  (B)  if  it  is  a  raw 
agricultural  commodity  and  it  bears  or  con¬ 
tains  a  pesticide  chemical  which  is  unsafe 
within  the  meaning  of  section  408  (a),  or 
(C)  if  it  is,  or  it  bears  or  contains,  any  food 
additive  which  is  unsafe  within  the  meaning 
of  section  409:  Provided,  That  where  a  pesti¬ 
cide  chemical  has  been  used  in  or  on  a  raw 
agricultural  commodity,  in  conformity  with 
an  exemption  granted  or  a  tolerance  pre¬ 
scribed  under  section  408  and  such  raw  ag¬ 
ricultural  commodity  has  been  subjected  to 
processing  such  as  canning,  cooking,  freez¬ 
ing,  dehydrating,  or  milling,  the  residue  of 
such  pesticide  chemical  remaining  in  or  on 
such  processed  food  shall,  notwithstanding 
the  provisions  of  sections  406  and  409,  not 
be  deemed  unsafe  if  such  residue  in  or  on  the 
raw  agricultural  commodity  has  been  re¬ 
moved  to  the  extent  possible  in  good  man¬ 
ufacturing  practice  and  the  concentration 
of  such  residue  in  the  processed  food  when 
ready  to  eat  is  not  greater  than  the  tolerance 
prescribed  for  the  raw  agricultural  com¬ 
modity;”. 

(b)  Section  402  (a),  as  amended,  of  such 
act  is  further  amended  by  striking  out  the 
period  at  the  end  thereof  and  inserting  in 
lieu  thereof  a  semicolon  and  the  following: 
“or  (7)  if  it  has  been  intentionally  subjected 
to  radiation,  unless  the  use  of  the  radiation 
was  in  conformity  with  a  regulation  or  ex¬ 
emption  in  effect  pursuant  to  section  409.” 

(c)  The  first  sentence  of  section  406  (a) 
of  such  act  is  amended  by  striking  out 
“clause  (2)”  wherever  it  appeal’s  in  such 
sentence  and  inserting  in  lieu  thereof 
"clause  (2)  (A).” 

Sec.  4.  Chapter  IV  of  such  act  is  amended 
by  adding  at  the  end  thereof  the  following 
new  section: 

"food  additives 
“Unsafe  food  additives 

“Sec.  409.  (a)  A  food  additive  shall,  with 
respect  to  any  particular  use  or  intended  use 
of  such  additives,  be  deemed  to  be  unsafe 
for  the  purposes  of  the  application  of  clause 
(2)  (C)  of  section  402  (a),  unless — 

“  ( 1 )  it  and  its  use  or  intended  use  conform 
to  the  terms  of  an  exemption  which  is  in 
effect  pursuant  to  subsection  (i)  of  this 
section;  or 

“(2)  there  is  in  effect,  and  it  and  its  use 
or  intended  use  are  in  conformity  with,  a 
regulation  issued  under  this  section  prescrib¬ 
ing  the  conditions  under  which  such  additive 
may  be  safely  used. 

While  such  a  regulation  relating  to  a  food 
additive  is  in  effect,  a  food  shall  not,  by 
reason  of  bearing  or  containing  such  an 
additive  in  accordance  with  the  regulation, 
be  considered  adulterated  within  the  mean¬ 
ing  of  clause  (1)  of  section  402  (a). 

" Petition  to  establish  safety 

“(b)  (1)  Any  person  may,  with  respect  to 
any  intended  use  of  a  food  additive,  file  with 
the  Secretary  a  petition  proposing  the  issu- 
ancy  of  a  regulation  prescribing  the  condi¬ 
tions  under  which  such  additive  may  be 
safely  used. 

“(2)  Such  petition  shall,  in  addition  to 
any  explanatory  or  supporting  data,  con¬ 
tain — 

"(A)  the  name  and  all  pertinent  informa¬ 
tion  concerning  such  food  additive,  includ¬ 
ing,  where  available,  its  chemical  identity 
and  composition; 

“(B)  a  statement  of  the  conditions  of  the 
proposed  use  of  such  additive,  including  all 
directions,  recommendations,  and  suggestions 
proposed  for  the  use  of  such  additive,  and 


16014 


CONGRESSIONAL  RECORD  — HOUSE  August  13 


including  specimens  of  its  proposed  labeling; 

“(C)  all  relevant  data  bearing  on  the  phys¬ 
ical  or  other  technical  effect  such  additive 
is  intended  to  produce,  and  the  quantity  of 
such  additive  required  to  produce  such  effect; 

“(D)  a  description  of  practicable  methods 
for  determining  the  quantity  of  such  addi¬ 
tive  in  or  on  food,  and  any  substance  formed 
in  or  on  food,  because  of  its  use;  and 

“(E)  full  reports  of  investigations  made 
with  respect  to  the  safety  for  use  of  such 
additive,  including  full  infomation  as  to  the 
methods  and  controls  used  in  conducting 
such  investigations. 

“(3)  Upon  request  of  the  Secretary,  the 
petitioner  shall  furnish  (or,  if  the  petitioner 
is  not  the  manufacturer  of  such  additive,  the 
petitioner  shall  have  the  manufacturer  of 
such  additive  furnish,  without  disclosure  to 
the  petitioner)  a  full  description  of  the 
methods  used  in,  and  the  facilities  and  con¬ 
trols  used  for,  the  production  of  such 
additive. 

“(4)  Upon  request  6t  the  Secretary,  the 
petitioner  shall  furnish  samples  of  the  food 
additive  involved,  or  articles  used  as  com¬ 
ponents  thereof,  and  of  the  food  in  or  on 
which  the  additive  is  proposed  to  be  used. 

"(5)  Notice  of  the  regulation  proposed  by 
the  petitioner  shall  be  published  in  general 
terms  by  the  Secretary  within  30  days 
after  filing. 

“ Action  on  the  petition 

"(c)  (1)  The  Secretary  shall — 

"(A)  by  order  establish  a  regulation 
(whether  or  not  in  accord  with  that  proposed 
by  the  petitioner)  prescribing,  with  respect 
to  on  or  more  proposed  uses  of  the  food  addi¬ 
tive  involved,  the  conditions  under  which 
such  additive  may  be  safely  used  (including, 
but  not  limited  to,  specifications  as  to  the 
particular  food  or  classes  of  food  in  or  on 
which  such  additive  may  be  used,  the  maxi¬ 
mum  quantity  which  may  be  used  or  per¬ 
mitted  to  remain  in  or  on  such  food,  the 
manner  in  which  such  additive  may  be  added 
to  or  used  in  or  on  such  food,  and  any  direc¬ 
tions  or  other  labeling  or  packaging  require¬ 
ments  for  such  additive  deemed  necessary 
by  him  to  assure  the  safety  of  such  use) ,  and 
shall  notify  the  petitioner  of  such  order  and 
the  reasons  for  such  action;  or 

“(B)  by  order  deny  the  petition,  and  shall 
notify  the  petitioner  of  such  order  and  of 
the  reasons  for  such  action. 

“(2)  The  order  required  by  paragraph  (1) 
(A)  or  (B)  of  this  subsection  shall  be  issued 
within  90  days  after  the  date  of  filing  of  the 
petition,  except  that  the  Secretary  may  ( prior 
to  such  19th  day) ,  by  written  notice  to  the 
petitioner,  extend  such  90-day  period  to 
such  time  (not  more  than  180  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary 
deems  necessary  to  enable  him  to  study  and 
investigate  the  petition. 

“(3)  No  such  regulation  shall  issue  if  a 
fair  evaluation  of  the  data  before  the 
Secretary — 

"(A)  fails  to  establish  that  the  proposed 
use  of  the  food  additive,  under  the  conditions 
of  use  to  be  specified  in  the  regulation,  will 
be  safe :  Provided,  That  no  additive  shall  be 
deemed  to  be  safe  if  it  is  found  to  induce 
cancer  when  ingested  by  man  or  animal,  or 
if  it  is  found,  after  tests  which  are  appro¬ 
priate  for  the  evaluation  of  the  safety  of  food 
additives,  to  induce  cancer  in  man  or  animal; 
or 

“(B)  shows  that  the  proposed  use  of  the 
additive  would  promote  deception  of  the 
consumer  in  violation  of  this  act  or  would 
otherwise  result  in  adulteration  or  in  mis-' 
branding  of  food  within  the  meaning  of  this 
act. 

“(4)  If,  in  the  Judgment  of  the  Secretary, 
based  upon  a  fair  evaluation  of  the  data  be¬ 
fore  him,  a  tolerance  limitations  is  required 
in  order  to  assure  that  the  proposed  use  of 
an  additive  will  be  safe,  the  Secretary — 


"(A)  shall  not  fix  such  tolerance  limita¬ 
tion  at  a  level  higher  than  he  finds  to  be 
reasonably  required  to  accomplish  the  physi¬ 
cal  or  other  technical  effect  for  which  such 
additive  is  intended;  and 

“(B)  shall  not  establish  a  regulation  for 
such  proposed  use  if  he  finds  upon  a  fair 
evaluation  of  the  data  before  him  that  such 
data  do  not  establish  that  such  use  would 
accomplish  the  intended  physical  or  other 
technical  effect. 

“(5)  In  determining,  for  the  purposes  of 
this  section,  whether  a  proposed  use  of  a 
food  additive  is  safe,  the  Secretary  shall  con¬ 
sider  among  other  relevant  factors — 

“(A)  the  probable  consumption  of  the  ad¬ 
ditive  and  of  any  substance  formed  in  or  on 
food  because  of  the  use  of  the  additive; 

“(B)  the  cumulative  effect  of  such  addi¬ 
tive  in  the  diet  of  man  or  animals,  taking 
into  account  any  chemically  or  pharmaco¬ 
logically  related  substance  or  substances  in 
such  diet;  and 

“(C)  safety  factors  which  in  the  opinion 
of  experts  qualified  by  scientific  training  and 
experience  to  evaluate  the  safety  of  food  ad¬ 
ditives  are  generally  recognized  as  appropri¬ 
ate  for  the  use  of  animal  experimentation 
data. 

“Regulation  issued  on  Secretary’s  initiative 
“(d)  The  Secretary  may  at  any  time,  upon 
his  own  initiative,  propose  the  issuance  of  a 
regulation  prescribing,  with  respect  to  any 
particular  use  of  a  food  additive,  the  condi¬ 
tions  under  which  such  additive  may  be 
safely  used,  and  the  reasons  therefor.  After 
the  thirtieth  day  following  publication  of 
such  a  proposal,  the  Secretary  may  by  order 
establish  a  regulation  based  upon  the  pro¬ 
posal.  N 

“Publication  and  effective  date  of  orders 
“(e)  Any  order,  including  any  regula¬ 
tion  established  by  such  order,  issued  un¬ 
der  subsection  (c)  or  (d)  of  this  section, 
shall  be  published  and  shall  be  effective 
upon  publication,  but  the  Secretary  may 
stay  such  effectiveness  if,  after  issuance  of 
such  order,  a  hearing  is  sought  with  respect 
to  such  order  pursuant  to  subsection  (f). 

“Objections  and  public  hearing 
“(f)  (1)  Within  30  days  after  publication 
of  an  order  made  pursuant  to  subsection 
(c)  or  (d)  of  this  section,  any  person  ad¬ 
versely  affected  by  such  an  order  may  file 
objections  thereto  with  the  Secretary,  spec¬ 
ifying  with  particularity  the  provisions  of 
the  order  deemed  objectionable,  stating  rea¬ 
sonable  grounds  therefor,  and  requesting  a 
public  hearing  upon  such  objections.  The 
Secretary  shall,  after  due  notice,  as  promptly 
as  possible  hold  such  public  hearing  for  the 
purpose  of  receiving  evidence  relevant  and 
material  to  the  issues  raised  by  such  ob¬ 
jections.  As  soon  as  practicable  after  com¬ 
pletion  of  the  hearing,  the  Secretary  shall 
by  order  act  upon  such  objections  and  make 
such  order  public. 

“  ( 2 )  Such  order  shall  be  based  upon  a  fair 
evaluation  of  the  entire  record  at  such  hear¬ 
ing,  and  shall  include  a  statement  setting 
forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based. 

“(3)  The  Secretary  shall  specify  in  the 
order  the  date  on  which  it  shall  take  effect, 
except  that  it  shall  not  be  made  to  take 
effect  prior  to  the  90th  day  after  its  publi¬ 
cation,  unless  the  Secretary  finds  that 
emergency  conditions  exist  necessitating  an 
earlier  effective  date,  in  which  event  the 
Secretary  shall  specify  in  the  order  his  find¬ 
ings  as  to  such  conditions. 

" Judicial  review 

"(g)  (1)  In  a  case  of  actual  controversy 
as  to  the  validity  of  any  order  issued  under 
subsection  (f  including  any  order  there¬ 
under  with  respect  to  amendment  or  repeal 
of  a  regulation  issued  under  this  section,  any 
person  who  will  be  adversely  affected  by  such 


order  may  obtain  Judicial  review  by  filing  in 
the  United  States  Court  of  Appeals  for  the 
circuit  wherein  such  person  resides  or  has 
his  principal  place  of  business,  or  in  the 
United  States  Court  of  Appeals  for  the  Dis¬ 
trict  of  Columbia  Circuit,  within  60  days 
after  the  entry  of  such  order,  a  petition 
praying  that  the  order  be  set  aside  in  whole 
or  in  part. 

“(2)  A  copy  of  such  petition  shall  be 
forthwith  served  upon  the  Secretary,  or  upon 
any  officer  designated  by  him  for  that  pur¬ 
pose,  and  thereupon  the  Secretary  shall  cer¬ 
tify  and  file  in  the  court  a  transcript  of 
the  proceedings  and  the  record  on  which  he 
based  his  order.  Upon  such  filing,  the  court 
shall  have  exclusive  jurisdiction  to  affirm 
or  set  aside  the  order  complained  of  in  whole 
or  in  part.  The  findings  of  the  Secretary 
with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of 
the  entire  record  at  such  hearing.  The  court 
shall  advance  on  the  docket  and  expedite  the 
disposition  of  all  causes  filed  therein  pursu¬ 
ant  to  this  section. 

“(3)  The  court,  on  such  Judicial  review, 
shall  not  sustain  the  order  of  the  Secretary 
if  he  failed  to  comply  with  any  requirement 
imposed  on  him  by  subsection  (f)  (2)  of 
this  section. 

“(4)  If  application  is  made  to  the  court 
for  leave  to  adduce  additional  evidence,  the 
court  may  order  such  additional  evidence  to 
be  taken  before  the  Secretary  and  to  be  ad¬ 
duced  upon  the  hearing  in  such  manner  and 
upon)  such  terms  and  conditions  as  to  the 
court  may  seem  proper,  if  such  evidence  is 
material  and  there  were  reasonable  grounds 
for  failure  to  adduce  such  evidence  in  the 
proceedings  below.  The  Secretary  may 
modify  his  findings  as  to  the  facts  and  or¬ 
der  by  reason  of  the  additional  evidence  so 
taken,  and  shall  file  with  the  court  such 
modified  findings  and  order. 

“(5)  The  judgment  of  the  court  affirming 
or  setting  aside,  in  whole  or  in  part,  any 
order  under  this  section  shall  be  final,  sub¬ 
ject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification 
as  provided  in  section  1254  of  title  28  of  the 
United  States  Code.  The  commencement  of 
proceedings  under  this  section  shall  not,  un¬ 
less  specifically  ordered  by  the  court  to  the 
contrary,  operate  as  a  stay  of  an  order. 

" Amendment  or  repeal  of  regulations 

“(h)  The  Secretary  shall  by  regulation  pre¬ 
scribe  the  procedure  by  which  regulations 
under  the  foregoing  provisions  of  this  section 
may  be  amended  or  repealed,  and  such  pro¬ 
cedure  shall  conform  to  the  procedure  pro¬ 
vided  in  this  section  for  the  promulgation  of 
such  regulations. 

“Exemptions  for  investigational  use 

“(i)  Without  regard  to  subsections  (b)  to 
(h),  inclusive,  of  this  section,  the  Secretary 
shall  by  regulation  provide  for  exempting 
from  the  requirements  of  this  section  any 
food  additive,  and  any  food  bearing  or  con¬ 
taining  such  additive,  intended  solely  for  in¬ 
vestigational  use  by  qualified  experts  when 
in  his  opinion  such  exemption  is  consistent 
with  the  public  health.” 

Sec.  5.  Section  301  (j)  of  such  act  is 
amended  by  inserting  “409,”  after  “404,”. 

Sec.  6.  (a)  Except  as  provided  in  subsec¬ 
tions  (b)  and  (c)  of  this  section,  this  act 
shall  take  effect  on  the  date  of  its  enact¬ 
ment. 

(b)  Except  as  provided  in  subsection  (c) 
of  this  section,  section  3  of  this  act  shall 
take  effect  on  the  180th  day  after  the  date  of 
enactment  of  this  act. 

(c)  With  respect  to  any  particular  com¬ 
mercial  use  of  a  food  additive,  if  such  use 
was  made  of  such  additive  before  January  1, 
1958,  section  3  of  this  act  shall  take  effect — 

(1)  either  (A)  1  year  after  the  effective  date 
established  in  subsection  (b)  of  this  section, 
or  (B)  at  the  end  of  such  additional  period 
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(but  not  later  than  2  years  from  such  effec¬ 
tive  date  established  in  subsection  (b) )  as 
the  Secretary  of  Health,  Education,  and  Wel¬ 
fare  may  prescribe  on  the  basis  of  a  finding 
that  such  extension  involves  no  undue  risk 
to  the  public  health  and  that  conditions  exist 
which  necessitate  the  prescribing  of  such  an 
additional  period,  or 

(2)  on  the  date  on  which  an  order  with 
respect  to  such  use  under  section  409  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act  be¬ 
comes  effective, 
whichever  date  first  occurs. 

Sec.  7.  Nothing  in  this  act  shall  be  con¬ 
strued  to  exempt  any  meat  or  meat  food  prod¬ 
uct  or  any  person  from  any  requirement  im¬ 
posed  by  or  pursuant  to  the  Meat  Inspection 
Act  of  March  4,  1907,  34  Stat.  1260,  as 
amended  and  extended  (21  U.  S.  C.  71  and 
the  following) . 

The  SPEAKER.  Is  a  second  de¬ 
manded? 

Mr.  O’HARA  of  Illinois,.  Mr.  Speaker, 
I  demand  a  second. 

The  SPEAKER.  Without  objection  a 
second  will  be  considered  as  ordered. 

There  was  no  objection. 

Mr.  HARRIS.  Mr.  Speaker,  I  yield 
myself  such  time  as  I  may  require. 

Mr.  Speaker,  the  food  additive  legisla¬ 
tion  which  the  Committee  on  Interstate 
and  Foreign*  Commerce  has  reported 
unanimously  bears  the  imprint  of  James 
J.  Delaney,  our  esteemed  colleague  from 
New  York.  Without  Jim  Delaney’s  ef¬ 
forts  on  behalf  of  this  legislation  there 
might  well  not  be  any  food  additive  leg¬ 
islation  and  it  is  therefore  fitting  for  the 
Committee  on  Interstate  and  Foreign 
Commerce  to  pay  tribute  to  our  col¬ 
league  today. 

During  the  81st  Congress  Jim  Delaney 
was  the  chairman  of  the  Select  Commit¬ 
tee  to  Investigate  the  Use  of  Chemicals 
in  Foods  and  Cosmetics.  This  commit¬ 
tee  became  known  as  the  Delaney  Com¬ 
mittee  and  after  extended  hearings,  the 
select  committee  filed  a  report  in  1952 
urging  an  amendment  to  the  present 
Food  and  Drug  Act  covering  chemicals 
in  food  and  cosmetics. 

Mr.  Delaney  testified  before  our  com¬ 
mittee  during  the  83d  Congress,  the  84th 
Congress,  and  again  during  the  85th 
Congress,  and  his  continuing  efforts  on 
behalf  of  this  legislation  have  finally  re¬ 
sulted  in  the  reporting  of  H.  R.  13254. 

The  purpose  of  the  legislation  is  two¬ 
fold: 

First,  to  protect  the  health  of  con¬ 
sumers  by  requiring  manufacturers  of 
food  additives  and  food  processors  to 
pretest  any  potentially  unsafe  sub¬ 
stances  which  are  to  be  added  to  food; 
and  second,  to  advance  food  technology 
by  permitting  the  use  of  food  additives 
at  safe  levels. 

Existing  law  bars  the  use,  even  at  safe 
levels,  of  additives  which  are  poisonous 
or  deleterious  unless  their  use  is  re¬ 
quired  in  production  of  cannot  be 
avoided  by  good  manufacturing  practice. 
The  Federal  Government  in  order  to 
prevent  the  use  of  an  additive  must 
prove  that  it  is  a  poisonous  or  deleteri¬ 
ous  substance.  The  law  thus  gives  rise 
to  a  dual  problem.  On  the  one  hand,,  to 
prove  an  untested  substance  poisonous 
or  deleterious  may  require  approxi¬ 
mately  2  years  or  more  of  laboratory  ex¬ 
periments  with  small  animals  and  dur¬ 
ing  this  period  the  Government  cannot 


prevent  the  use  of  such  a  substance  in 
food.  On  the  other  hand,  present  law 
entirely  prohibits  the  use  of  these  addi¬ 
tives  even  if  their  use  at  safe  levels 
would  advance  nur  food  technology  and 
increase  and  improve  our  food  supplies. 

The  Food  and  Drug  Administration 
has  pointed  out  the  dangers  to  the  pub¬ 
lic  health  resulting  from  the  failure  of 
the  present  law  to  require  pretesting  of 
food  additives.  On  the  other  hand  that 
agency  agrees  that  the  present  law 
should  be  changed  to  permit  the  use  of 
additives  at  safe  levels  in  order  to  ad¬ 
vance  our  food  technology. 

While  the  responsible  elements  of  the 
affected  industries  traditionally  have 
voluntarily  undertaken  to  pretest  food 
additives  they  are  willing  to  assume  this 
responsibility  under  a  statutory  man¬ 
date.  Thus,  those  elements  of  the  in¬ 
dustry  which  in  the  past  have  used 
harmful  additives  or  additives  of  un¬ 
known  toxicity  without  pretesting  will 
in  the  future  under  this  legislation  be 
required  to  assume  the  same  duties  as 
the  responsible  elements  have  hereto¬ 
fore  voluntarily  assumed. 

Although  there  has  been  complete 
agreement  as  to  the  need  for  this  legis¬ 
lation,  there  have  been  differences  be¬ 
tween  the  Food  and  Drug  Administra¬ 
tion  and  the  affected  industries  with  re¬ 
spect  to  procedures  to  be  followed  in  de¬ 
termining  the  safety  of  an  additive  and 
the  method  of  judicial  review  of  such  a 
determination.  With  respect  to  these 
controversial  procedural  questions,  the 
committee  feels  the  proposed  legislation 
steers  a  course  which  satisfies  both  the 
need  for  protecting  the  public  health  and 
the  legitimate  interests  of  industry  and 
Government  in  fair  procedures. 

During  the  81st  Congress,  a  Select 
Committee  To  Investigate  the  Use  of 
Chemicals  in  Foods  and  Cosmetics — • 
better  known  as  the  Delaney  committee, 
named  after  its  chairman,  Congressman 
James  J.  Delaney — was  created  in  the 
House  of  Representatives  to  study  the 
need  to  amend  the  present  Federal  Food, 
Drug,  and  Cosmetic  Act  in  this  respect. 
After  extended  hearings,  the  committee' 
on  June  30,  1952,  filed  a  report — House 
Report  No.  2356,  82d  Congress,  2d  ses¬ 
sion — urging  amending  the  present  law 
so  that  chemicals  employed  in  or  on 
foods  wTould  be  subjected  to  substantially 
the  same  safety  requirements  as  exist  in 
the  law  for  new  drugs. 

Bills  to  accomplish  the  objectives  of 
the  report  were  introduced  by  Congress¬ 
man  Delaney  and  referred  to  this  com¬ 
mittee  during  the  83d  Congress  and  sub¬ 
sequent  Congresses,  and  other  Members 
of  Congress  introduced  numerous  bills 
differing  from  the  prototype  bills  pri¬ 
marily  with  respect  to  agency  procedure 
and  judicial  review. 

During  the  83d  Congress,  the  commit¬ 
tee  held  hearings  and  reported  favorably 
related  legislation  providing  for  the  pre¬ 
testing  of,  and  the  establishment  of  safe 
tolerances  for,  pesticide  chemicals. 
This  bill  was  enacted  into  law  i.Public 
Law  518,  83d  Cong.). 

During  the  2d  session  of  the  84th  Con¬ 
gress,  the  Subcommittee  on  Health  and 
Science,  under  the  chairmanship  of  the 
late  full  committee  chairman,  J.  Percy 


Priest,  held  5  days  of  hearings  on  10  bills 
dealing  with  chemical  additives  in  and 
on  food.  The  hearings  indicated  basic 
agreement  with  regard  to  the  need  for 
chemical  additive  legislation,  but  also 
considerable  disagreement  with  regard 
to  the  agency  and  judicial  reyiew  pro¬ 
cedures  to  be  followed  in  determining 
the  safety  of  chemical  additives.  This 
disagreement  was  not  resolved,  and  no 
chemical  additive  legislation  was  en¬ 
acted  during  the  84th  Congress. 

During  the  85th  Congress,  the  Sub¬ 
committee  on  Health  and  Science  held 
11  days  of  hearings  on  9  bills.  The 
hearings  included  2  days  of  testimony 
by  a  panel  of  outstanding  scientists  and 
experts  selected  by  the  National  Acad¬ 
emy  of  Sciences  at  the  request  of  the 
subcommittee,  to  give  the  subcommittee 
the  scientific  background  with  regard  to 
the  testing  and  evaluating  of  the  safety 
of  chemical  additives.  The  subcom¬ 
mittee  also  heard  witnesses  from  in¬ 
dustry,  labor,  and  consumer  organiza¬ 
tions,  representatives  from  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
including  those  from  the  Food  and  Drug 
Administration,  and  the  chief  judge  of 
the  third  judicial  circuit  appearing  on 
behalf  of  the  Judicial  Conference  of  the 
United  States. 

As  a  result  of  the  hearings  and  after 
consideration  of  the  various  bills,  the 
chairman  of  the  subcommittee.  Con¬ 
gressman  John  Bell  Williams,  of  Miss¬ 
issippi,  introduced  a  clean  bill — H.  R. 
13254 — which  was  reported  unanimously 
by  the  subcommittee  to  the  full  com¬ 
mittee. 

The  full  committee  unanimously  re¬ 
ported  the  bill  with  one  amendment 
which  strikes  out  all  after  the  enacting 
clause  and  inserts  in  place  of  the  intro¬ 
duced  bill  a  substitute.  The  principal 
difference  between  the  proposed  commit¬ 
tee  amendment  and  the  introduced  bill 
is  the  elimination  of  the  provisions  in 
the  introduced  bill  relating  to  scientific 
advisory  committees.  The  remaining 
differences  are  the  result  of  clerical, 
technical,  and  clarifying  changes. 

Subsequently  to  the  reporting  of  the 
bill,  as  amended  in  the  full  committee, 
the  committee  adopted  unanimously  a 
further  amendment  to  the  amendment. 
This  amendment  was  suggested  by  Mr. 
Delaney  who  over  the  years  since  he  was 
the  chairman  of  a  Select  Committee  To 
Investigate  the  Use  of  Chemicals  in 
Foods  and  Cosmetics,  has  expressed  his 
deep  and  abiding  interest  in  this  sub¬ 
ject.  While  the  committee  felt  that 
the  bill  as  reported  by  the  committee  in¬ 
cludes  the  matter  covered  by  the  De¬ 
laney  amendment  in  the  general  lan¬ 
guage  contained  in  the  bill,  there  was  no 
objection  to  the  addition  of  the  amend¬ 
ment  suggested  by  Mr.  Delaney.  This 
amendment  would  be  inserted  on  page 
24,  line  16  of  the  bill  H.  R.  13254,  as 
reported;  before  the  semicolon: 

Provided,  That  no  additive  shall  he 
deemed  to  be  safe  if  it  is  found  to  induce 
cancer  when  ingested  by  man  or  animal,  or 
if  it  is  found,  after  tests  which  are  ap¬ 
propriate  for  the  evaluation  of  the  safety 
of  food  additives,  to  induce  cancer  in  man 
or  animal. 

The  bill,  as  amended,  has  the  approval 
of  the  Department  of  Health,  Education, 
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and  Welfare,  and  of  the  organizations 
which  represent  the  various  industry 
groups  which  are  affected  by  this  legis¬ 
lation.  The  letter  of  the  Department  of 
Health,  Education,  and  Welfare,  endors¬ 
ing  the  bill,  as  amended,  reads  as  follows: 

Department  of  Health, 

Education,  and  Welfare, 
Washington,  August  8, 1958. 
Eon.  Oren  Harris, 

Chairman,  Committee  on  Interstate 
and  Foreign  Commerce,  House  of 
Representatives,  Washington,  D.  C. 

Dear  Mr.  Chairman:  This  is  in  reply  to 
your  letter  of  August  5,  1958,  acknowledging 
our  endorsement  of  H.  R.  13254,  the  proposed 
Food  Additives  Amendment  of  1958,  which 
was  reported  favorably  by  our  committee 
with  an  amendment  (in  the  nature  of  a 
substitute)  on  July  28,  1958,  and  requesting 
an  expression  of  our  additional  views  on 
the  bill  in  view  of  the  amendments  recom¬ 
mended  by  your  committee. 

The  bill  would  require  adequate  testing 
of  the  safety  of  so-called  intentional  or  inci¬ 
dental  food  additives,  prior  to  their  market¬ 
ing  and  use,  so  as  to  establish  their  safety 
under  the  conditions  of  use  to  be  specified 
by  regulation.  Present  law,  though  restric¬ 
tive  as  to  use  of  known  toxic  substances  in 
food,  puts  the  burden  on  the  Government  to 
prove  that  the  substance  is  a  poisonous  or 
deleterious  substance.  It  may  take  two 
years  or  more  of  laboratory  tests  on  animals 
to  establish  this,  thus  leaving  the  public 
without  adequate  protection  in  the  mean¬ 
time. 

The  bill  covers  those  additives  not  gen¬ 
erally  recognized  by  competent  experts  as 
having  been  adequately  shown  to  be  safe 
under  the  conditions  of  their  intended  use. 
It  covers  substances  that  are  added  inten¬ 
tionally  in  foods  as  well  as  those  that  may 
reasonably  be  expected  to  become  a  com¬ 
ponent  of  food  incidentally  or  to  affect  its 
characteristics.  Irradiation  of  food  would  be 
covered  by  the  amendment  and  would  need 
to  be  established  as  safe  before  commercial 
use. 

Substances  commonly  used  in  food  before 
January  I,  1958,  and  generally  recognized  as 
safe  because  of  experience  based  on  such 
use,  would  be  exempt  from  the  law.  Thus, 
sugar,  salt,  butter,  lard,  pepper,  and  numer¬ 
ous  other  ingredients  would  not  have  to  go 
through  the  clearance  procedures  of  the  bill. 

Substances  that  get  into  food  wholly  ac¬ 
cidentally,  such  as  paints,  used  in  food  proc¬ 
essing  plants,  are  not  covered  by  the  legis¬ 
lation.  These  accidental  additives,  if  prop¬ 
erly  used,  cannot  reasonably  be  expected  to 
become  a  part  of  food.  If  an  accidental 
additive  which  is  a  poisonous  or  deleterious 
substance  gets  into  food,  the  food  would  be 
deemed  adulterated  and  dealt  with  under  the 
basic  1938  law.  The  basic  law  allows  no  tol¬ 
erance  for  such  additives. 

Other  additives  not  covered  by  the  new 
amendment  are  pesticide  chemicals  on  raw 
agricultural  commodities  which  are  already 
taken  care  of  under  the  Pesticide  Chemicals 
Amendment  (Public  Law  518,  83d  Cong.); 
residues  of  pesticide  chemicals  in  processed 
foods  which  result  from  the  proper  use  of 
raw  materials  that  have  legal  pesticide 
residues;  and  substances  that  have  already 
been  approved  for,  use  in  food,  under  the 
Food,  Drug,  and  Cosmetic  Act,  or  in  the  case 
of  meats,  under  the  Meat  Inspection  Act. 

Briefly,  the  new  law  would  work  as  fol¬ 
lows  with  respect  to  additives  within  its 
scope : 

1.  A  person  who  wants  to  promote  a  new 
food  additive  would  have  to  test  it  for 
safety  on  animals  and  submit  the  results  of 
the  safety  tests  to  the  Food  and  Drug  Ad¬ 
ministration  of  the  Department  of  Health, 
Education,  and  Welfare. 

2.  Scientists  of  the  Food  and  Drug  Admin¬ 
istration  would  study  the  safety  data  and 


reach  an  independent  decision  as  to  the 
safety  of  the  new  ingredient  for  use  in  our 
food  supply.  If  the  data  clearly  demon¬ 
strate  that  the  material  could  be  safely  used, 
under  certain  conditions  of  use,  then  this  ; 
Department  will,  by  order,  issue  a  regulation 
stating  safe  permissible  uses  for  the  mate-  j 
rial.  But  if  the  safety  of  the  additive  is  not  ! 
reasonably  certain,  e.  g.,  if  the  additive,  in 
appropriate  laboratory  tests,  indicates  a  po¬ 
tential  of  inducing  cancer,  the  Department ' 
would  not  permit  it  and  the  public  health 
would  be  safeguarded  in  a  way  that  has  not 
been  possible  heretofore. 

3.  The  Department  would  not  be  permitted 
to  sanction  a  use  of  an  additive  that  pro¬ 
motes  deception  of  consumers  in  violation 
of  other  provisions  of  the  act  or  that  other¬ 
wise  would  result  in  misbranding  or  adul¬ 
teration  of  food  within  the  meaning  of  the 
act.  If  the  quantity  of  the  additive  to  be 
used  must  be  limited  to  safeguard  health, 
then  the  Department  could  not  allow  any 
quantity  in  excess  of  the  amount  needed  to 
accomplish  the  intended  purpose,  even  if  a 
greater  amount  would  still  be  safe.  Even 
the  lower  amount,  of  course,  could  not  be 
allowed  unless  it  is  safe. 

4.  A  person  adversely  effected  by  the  Sec¬ 
retary’s  order  would  be  entitled  to  a  full 
administrative  hearing  on  his  objections.  In 
case  of  actual  controversy  as  to  the  Secre-’ 
tary’s  action  after  hearing,  there  would  be 
a  further 'opportunity  for  judicial  review  of 
the  validity  of  the  order  on  the  basis  of  the 
record. 

The  Secretary’s  action  after  hearing  would 
have  to  be  based  upon  a  fair  evaluation  of 
the  entire  record  at  the  hearing.  On  judi¬ 
cial  review,  the  United  States  Court  of  Ap¬ 
peals  would  be  required  to  sustain  the  find¬ 
ings  of  the  Secretary  if  based  upon  a  “fair 
evaluation  of  the  entire  record  at  the  hear¬ 
ing”;  it  would  have  to  reverse  the  order  of 
the  Secretary  if  it  is  not  “based  upon  a  fair 
evaluation  of  the  entire,  record”  or  if  it  fails 
to  include  a  statement  setting  forth  in  detail 
the  findings  and  conclusions  upon  which  the 
order  is  based.  The  “fair  evaluation”  pro¬ 
vision  is  quite  acceptable  to  the  Department, 
because  it  is  the  standard  to  which  we  are 
accustomed  to  adhere. 

5.  The  amendment  would  become  effective 
in  three  stages;  ^ 

(a)  The  Department  would  be  authorized 
to  start  making  determinations  as  to  the 
safety  of  a  food  additive  when  the  law  is 
enacted. 

(b)  The  provisions  of  section  3  of  the  leg¬ 
islation  (which  will  have  the  effect  of  per¬ 
mitting  seizure,  injunction  suits,  and  crimi¬ 
nal  prosecutions  on  account  of  the  shipment 
in  interstate  commerce  of  an  additive  or 
food  containing  an  additive,  which  has  not 
been  determined  to  be  safe)  would  take 
effect  180  days  after  the  enactment  of  the 
legislation.  This  is  required  because  it  'will 
take  a  certain  amount  of  time  to  make  the 
necessary  determinations  of  safety. 

(c)  With  respect  to  any  particular  com¬ 
mercial  use  of  a  food  additive  which  began 
before  January  1,  1958,  industry  would  be 
allowed  12  months  after  the  effective  date  of 
section  3  (18  months  after  date  of  enact¬ 
ment)  to  present  the  necessary  data  to  secure 
a  regulation  prescribing  the  conditions  un¬ 
der  which  the  additive  may  be  safely  used. 
This  would  permit  an  orderly  transition 
from  present  procedures  to  those  of  the 
amendment.  Where  there  would  be  no  un¬ 
due  hazard  to  the  public  health  and  condi¬ 
tions  necessitate  further  extension,  the  Sec¬ 
retary  would  have  the  authority  to  grant  up 
to  an  additional  12  months  for  this  clearance 
of  old  additive  uses. 

This  is  what  is  commonly  referred  to  as 
the  “grandfather  clause”  of  the  legislation 
but  it  is  not  a  grandfather  clause  as  that 
term  is  generally  used.  The  grandfather 
clause,  as  proposed  in  some  of  the  bills  be¬ 
fore  your  committee  would  have  exempted 


substances  used  in  food  prior  to  enactment 
of  the  legislation  from  having  to  meet  its 
requirements  at  all.  This  Department  op¬ 
posed  such  a  provision  because  prior  use  in 
food  would  not  be  an  adequate  substitute  for 
a  showing  of  safety. 

In  lieu  of  such  a  grandfather  clause,  the 
present  legislation,  as  indicated  above,  pre¬ 
scribes  a  reasonable  transition  period  which 
will  guarantee  prompt  decision  on  the  status 
of  additives  already  in  use  in  food  and  will 
grant  industry  a  reasonable  period  of  time 
in  which  to  compile  the  data  it  has  on  the 
safety  of  the  additives  and  if  necessary  to 
perform  additional  tests. 

If  the  proposed,  legislation  is  not  enacted, 
substances  of  unknown  toxicity,  which  would 
be  granted  a  limited  time  in  which  to  meet 
the  safety  provisions  of  H.  R.  13254,  may  con¬ 
tinue  to  be  used  indefinitely  and  additional 
additives  may  be  marketed  for  use  in  food 
without  any  requirement  that  their  safety 
first  be  established.  So  a  reasonable  choice 
is  not  between  allowing  the  old  additives  or 
not  allowing  them.  The  choice  is  between 
establishing  their  safety  as  soon  as  is  prac¬ 
tical  under  the  transition  period  allowed  in 
H.  R.  13254  or  allowing  their  continued  use 
without  any  requirement  that  their  safety 
be  reevaluated.  However,  the  transitional 
period  does  not  protect  additives  whose 
toxicity  is  known  and  which  are  barred  un¬ 
der  present  law.  Food  containing  such  addi¬ 
tives  could  meanwhile  be  proceeded  against 
under  present  law. 

We  would  like,  also,  to  make  special  men¬ 
tion  of:  (1)  The  advisory  committee  pro¬ 
cedure;  (2)  the  cancer  question;  and  (3) 
the  functional  value  question. 

1.  The  advisory  committee  procedure  was 
incorporated  in  the  proposed  legislation 
which  this  Department  submitted  to  Con¬ 
gress  (H.  R.  6747)  to  give  industry  an  oppor¬ 
tunity  to  have  petitions  reviewed  by  a  panel 
of  outside  scientists.  We  do  not  object  to 
the  committee’s  deletion  of  the  procedure, 
because  the  Department  already  has  the 
privilege  of  making  inquiry  of  competent 
outside  scientists  on  technical  matters. 

2.  The  widespread  interest  in  cancer  led  to 
suggestions  that  the  food  additives  legisla¬ 
tion  should  mention  the  disease  by  name 
and  forbid  the  approval  of  any  substance 
that  is  found  upon  test  to  cause  cancer  in 
test  animals.  This  Department  is  in  com¬ 
plete  accord  with  the  intent  of  these  sug¬ 
gestions — that  no  substance  should  be  sanc¬ 
tioned  for  uses  in  food  that  might  produce 
cancer  in  man.  H.  R.  13254,  as  approved  by 
your  committee,  will  accomplish  this  intent, 
since  it  specifically  instructs  the  Secretary 
not  to  issue  a  regulation  permitting  use  of 
an  additive  in  food  if  a  fair  evaluation  of 
the  data  before  the  Secretary  fails  to  estab¬ 
lish  that  the  proposed  use  of  the  additive 
will  be  safe.  The  scientific  tests  that  are 
adequate  to  establish  the  safety  of  an  addi¬ 
tive  will  give  information  about  tiie  tendency 
of  an  additive  to  produce  cancer  when  it  is 
present  in  food.  Any  indication  that  the 
additive  may  thus  be  carcinogenic  would, 
under  the  terms  of  the  bill,  restrain  the  Sec¬ 
retary  from  approving  the  proposed  use  of 
the  additive  unless  and  until  further  testing 
shows  to  the  point  of  reasonable  certainty 
that  the  additive  would  not  produce  cancer 
and  thus  would  be  safe  under  the  proposed 
conditions  of  use.  This  would  afford  good, 
strong  public  health  protection. 

There  are  many  serious  conditions  other 
than  cancer  that  may  be  caused  or  aggra¬ 
vated  by  the  improper  use  of  chemicals.  It 
is  manifestly  impracticable  to  itemize  all  of 
them  in  a  bill.  To  single  out  one  class  of 
diseases  for  special  mention  would  be  anom¬ 
alous  and  could  be  misinterpreted.  Hence, 
in  drafting  the  Department’s  bill  (H.  R. 
6747)  we  chose  general  language  that  would 
restrain  any  use  of  an  additive  that  would 
have  any  adverse  effect  on  the  public  health. 
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This  approach  has  been  followed  in  If.  R. 
13254. 

At  the  same  time,  if  it  would  serve  to  allay 
any  lingering  apprehension  on  the  part  of 
those  who  desire  an  explicit  statutory  man¬ 
date  on  this  point,  the  Department  would 
interpose  no  objection  to  appropriate  men¬ 
tion  of  cancer  in  food  additives  legislation. 
If  the  specific  disease  were  referred  to  in  the 
law,  it  would  however,  be  important  for 
everyone  to  have  a  clear  understanding  that 
this  would  in  no  way  restrict  the  Depart¬ 
ment's  freedom  in  guarding  against  other 
harmful  effects  from  food  addrtitves. 

It  would  be  important,  also,  to  use  lan¬ 
guage  that  would  provide  the  intended  safe¬ 
guards  without  creating  unintended  and 
unnecessary  complications.  For  example, 
the  language  suggested  by  some  to  bar  car¬ 
cinogenic  additives  would,  if  read  literally, 
forbid  the  approval  for  use  in  food  of  any 
substance  that  causes  any  type  of  cancer  in 
any  test  animal  by  any  route  of  administra¬ 
tion.  This  could  lead  to  undesirable  results 
which  obviously  were  not  intended  by  those 
who  suggested  the  language.  Concentrated 
sugar  solution,  lard,  certain  edible  vegetable 
oils,  and  even  cold  water  have  been  reported 
to  cause  a  type  of  cancer  at  the  site  of  injec¬ 
tion  when  injected  repeatedly  by  hypodermic 
needle  into  the  same  spot  in  a  test  animal. 
But  scientists  have  not  suggested  that  these 
same  substances  cause  cancer  when  swal¬ 
lowed  by  mouth. 

The  enactment  of  a  law  which  would  seem 
to  bar  such  common  materials  from  the  diet 
on  the  basis  of  the  evidence  described  above, 
would  place  the  agency  that  administered  it 
in  an  untenable  position.  The  agency  would 
either  have  to  try  to  enforce  the  law  literally 
so  as  to  keep  these  items  out  of  the  diet — - 
evidently  an  impossible  task — or  it  would 
have  to  read  between  the  lines  of  the  law  an 
intent  which  would  make  the  law  workable, 
without  a  clear  guide  from  Congress  as  to 
what  was  meant. 

This  difficulty  could  readily  be  avoided, 
if  there  is  still  a  desire  to  make  specific  men¬ 
tion  of  cancer  in  the  bill,  by  providing  that 
“no  additive  shall  be  deemed  to  be  safe  if  it  is 
found  to  induce  cancer  when  ingested  by 
man  or  animal,  or  if  it  is  found,  after'  tests 
which  are  appropriate  for  the  evaluation  of 
the  safety  of  food  additives,  to  induce  can¬ 
cer  in  animals.”  Such  language  could  be 
appropriately  inserted  as  a  proviso  before  the 
semicolon  on  page  24,  line  16,  of  the  bill  as 
reported  by  your  committee. 

3.  The  functional  value  provision  of  this 
Department’s  bill  (H.  R  6747)  was  proposed 
to  prevent  the  useless  addition  of  toxic 
chemicals  to  food,  to  prevent  the  use  of  more 
of  an  additive  which  requires  limitation  in 
the  interest  of  safety  than  is  needed  to  ac¬ 
complish  the  intended  benefit,  and  to  prevent 
deception  of  the  consumer.  Some  objected 
to  this  provision  as  it  appeared  in  H.  R.  6747, 
in  the  belief  that  it  would  require  this  De¬ 
partment,  in  some  respects,  to  make  sub¬ 
jective  judgments  on  questions  not  readily 
resolved  on  a  factual  basis.  H.  R.  13254  is, 
clearly,  not  open  to  this  objection  but  it 
retains  the  essential  consumer  protection 
features  that  were  to  be  accomplished  by  the 
functional  value  provision  in  the  following 
manner : 

(a)  If  the  additive  requires  a  tolerance 
limitation  to  insure  its  safe  use: 

( 1 )  The  Secretary  may  permit  the  proposed 
use  only  if  the  data  before  him  show  that  it 
would  accomplish  the  intended  physical  or 
other  technical  effect.  This  would  prevent 
the  useless  additional  toxic  chemicals  to  food. 

(^2)  The  Secretary  would  only  fix  the  tol¬ 
erance  limitation  at  the  level  reasonably  re¬ 
quired  to  accomplish  the  physical  or  other 
technical  effect  (provided,  of  course,  this  level 
is  safe) .  This  would  prevent  the  use  of  more 
of  ja  toxic  chemical  than  is  needed  to  accom¬ 
plish  the  intended  effect. 


(b)  The  Secretary  would  be  forbidden  to 
permit  use  of  an  additive  if  the  data  before 
him  showed  that  the  proposed  use  would 
promote  deception  of  the  consumer  in  viola¬ 
tion  of,  or  would  otherwise  result  in  adultera¬ 
tion  or  misbranding  within  the  meaning  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act. 

In  conclusion,  we  strongly  urge  the  enact¬ 
ment  of  the  bill  by  the  present  Congress  in 
order  to  close  a  serious  gap  in  the  present 
law. 

In  view  of  the  urgency  of  this  report,  time 
has  not  permitted  its  submission  to  the  Bu¬ 
reau  of  the  Budget  for  advice  in  accordance 
with  the  usual  procedure. 

Sincerely  yours, 

Elliot  L.  Richardson, 

Assistant  Secretary. 

Great  credit  is  due  the  chairman  and , 
the  members  of  the  Subcommittee  on 
Health  and  Science  who  worked  so  con¬ 
scientiously  to  bring  about  substantially 
unanimous  agreement  with  regard  to 
this  legislation  which  has  been  in  the 
making  for  6  years. 

Instead  of  attempting  to  explain  the 
bill,  as  amended,  section  by  section,  I 
feel  that  it  would  be  easier  to  present  an 
analysis  of  the  principal  provisions  of 
this  legislation. 

SUBSTANCES  COVERED  BY  LEGISLATION 

Pretesting  is  required  under  this  legis¬ 
lation  only  with  respect  to  those  food 
additives  which  are  not  generally  recog¬ 
nized  among  competent  experts  as  hav¬ 
ing  been  adequately  shown  to  be  safe 
under  the  conditions  of  their  intended 
use.  An  additive  may  be  shown  to  be 
safe  either  by  means  of  scientific  proce- 
duces  (including  a  review  of  the  existing 
scientific  literature)  or,  in  the  case  of 
substances  in  use  prior  to  January  1, 
1958,  also  by  means  of  experience  based 
on  common  use  in  food. 

The  legislation  covers  substances 
which  are  added  intentionally  to  food. 
These  additives  are  generally  referred  to 
as  “intentional  additives.” 

The  legislation  also  covers  substances 
which  may  reasonably  be  expected  to  be¬ 
come  a  component  of  any  food  or  to 
affect  the  characteristics  of  any  food. 
These  substances  are  generally  referred 
to  as  “incidental  additives.” 

The  principal  examples  of  both  inten¬ 
tional  and  incidental  additives  are  sub¬ 
stances  intended  for  use  in  producing, 
manufacturing,  packing,  processing,  pre¬ 
paring,  treating,  packaging,  transport¬ 
ing,  or  holding  food. 

On  the  other  hand,  substances  which 
may  accidentally  get  into  a  food,  as  for 
example,  paints  or  cleaning  solutions 
used  in  food  processing  plants,  are  not 
covered  by  the  legislation.  These  addi¬ 
tives  are  generally  referred  to  as  “acci¬ 
dental  additives,”  since  these  substances 
if  properly  used  may  not  reasonably  be 
expected  to  become  a  component  of  a 
food  or  otherwise  to  affect  the  character¬ 
istics  of  a  food.  If  accidental  additives 
do  get  into  food,  the  provisions  of  the 
Food,  Drug,  and  Cosmetic  Act  dealing 
with  poisonous  and  deleterious  sub¬ 
stances  would  be  applicable. 

Sources  of  radiation  (including  radio¬ 
active  isotopes,  particle  accelerators  and 
X-ray  machines)  intended  for  use  in 
processing  food  are  included  in  the  term 
“food  additive”  as  defined  in  this  legis¬ 
lation. 


Exempted  from  the  scope  of  the  legis¬ 
lation  are  (1)  pesticide  chemicals  in  or 
on  raw  agricultural  commodities  which 
are  already  covered  by  the  pesticide 
chemicals  amendment  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (Public 
Law  518,  83d  Cong.) ;  (2)  residues  of 
pesticide  chemicals  unavoidably  remain¬ 
ing  on  processed  foods  not  in  excess  of 
tolerances  prescribed  by  Food  and  Drug 
Administration  for  raw  agricultural 
commodities;  and  (3)  substances  al¬ 
ready  approved  under  the  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  or  the  Meat  Inspection  Act  of  March 
4,  1907. 

The  Secretary  is  given  authority  by 
this  legislation  to  exempt  by  regulation 
food  additives  for  investigational  use  by 
qualified  experts  when  consistent  with 
the  public  health. 

REGULATION  TO  ESTABLISH  SAFETY 

A  regulation  prescribing  the  condi¬ 
tions  under  which  an  additive  may  be 
safely  used  may  be  issued  by  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
either  on  the  basis  of  a  petition  filed  by 
any  person  (ordinarily  the  manufactur¬ 
er  of  the  additive)  or  on  the  Secretary’s 
own  initiative. 

The  petition  would  set  forth  the  name 
and  all  pertinent  information  concern¬ 
ing  the  additive,  including,  where  avail¬ 
able,  its  chemical  identity  and  com¬ 
position;  full  reports  of  scientific 
investigations  of  safety  for  use;  the 
conditions  of  the  proposed  use  of  such 
additive;  relevant  data  bearing  on  the 
physical  or  other  technical  effect  such 
additive  is  intended  to  produce;  the 
quantity  required  to  produce  such  effect; 
when  requested  by  the  Secretary,  the 
methods  used  to  produce  the  additive; 
and  a  description  of  practical  methods 
to  determine  the  quantity  of  such  addi¬ 
tive  left  in  or  on  food  because  of  its  use. 

Trade  secrets  supplied  to  the  Secre¬ 
tary  would  be  protected  under  this  legis¬ 
lation  from  unauthorized  disclosure  by 
departmental  personnel. 

The  Secretary  would  either,  by  order, 
establish  a  regulation  prescribing  the 
conditions  under  which  such  additive 
may  be  safely  used,  or  he  would,  by  or¬ 
der,  deny  the  petition  and  notify  the 
petitioner  of  the  reasons  for  such  action. 
Such  orders  would  be  issued  within  90 
days  after  the  date  of  filing  of  the  peti¬ 
tion  unless  the  Secretary,  by  written  no¬ 
tice  to  the  petitioner,  extends  such  pe¬ 
riod  for  not  more  than  an  additional  90 
days  to  enable  him  to  study  the  petition. 

CONCEPT  OF  SAFETY 

The  concept  of  safety  used  in  this 
legislation  involves  the  question  of 
whether  a  substance  is  hazardous  to  the 
health  of  man  or  animal.  Safety  re¬ 
quires  proof  of  a  reasonable  certainty 
that  no  harm  will  result  from  the  pro¬ 
posed  use  of  an  additive.  It  does  not — • 
and  cannot — require  proof  beyond  any 
possible  doubt  that  no  harm  will  result 
under  any  conceivable  circumstance. 

This  was  emphasized  particularly  by 
the  scientific  panel  which  testified  be¬ 
fore  the  subcommittee.  The  scientists 
pointed  out  that  it  is  impossible  in  the 
present  state  of  scientific  knowledge  to 
establish  with  complete  certainty  the  ab- 
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solute  harmlessness  of  any  chemical 
substance. 

In  determining  the  safety  of  an  ad¬ 
ditive,  scientists  must  take  into  consid¬ 
eration  the  cumulative  effect  of  such 
additive  in  the  diet  of  man  or  animals 
over  their  respective  life  spans  together 
with  any  chemically  or  pharmacologi¬ 
cally  related  substances  in  such  diet. 
Thus,  the  safety  of  a  given  additive  in¬ 
volves  informed  judgments  based  on  ed¬ 
ucated  estimates  by  scientists  and  ex¬ 
perts  of  the  anticipated  ingestion  of  an 
additive  by  man  and  animals  under  like¬ 
ly  patterns  of  use. 

Reasonable  certainty  determined  in 
this  fashion  that  an  additive  will  be 
safe,  will  protect  the  public  health  from 
harm,  and  will  permit  sound  progress  in 
food  technology. 

The  legislation  adopts  this  concept  of 
safety  by  requiring  the  Secretary  to  con¬ 
sider  in  addition  to  information  with  re¬ 
gard  to  the  specific  additive  in  question, 
among  others,  the  following  relevant 
factors:  (1)  The  probable  consumption 
of  the  additive  and  of  any  substance 
formed  in  or  on  food  because  of  the  use 
of  such  additive:  (2)  the  cumulative 
effect  of  such  additive  in  the  diet  of  man 
or  animals,  taking  into  account  any 
chemically  or  pharmacologically  related 
substances  in  such  diet;  and  (3)  safety 
factors  which  qualified  experts  consider 
appropriate  for  the  use  of  animal  ex¬ 
perimentation  data. 

In  determining  the  safety  of  an  addi¬ 
tive,  the  Secretary  would  have  to  con¬ 
sider  not  only  the  food  to  which  the 
additive  is  directly  added,  but  also  other 
foods  derived  from  such  foods.  For  ex¬ 
ample,  in  evaluating  the  safety  of  an 
additive  for  poultry  feed,  the  Secretary 
would  have  to  consider  any  residues  that 
might  appear  in  eggs  produced  by  the 
poultry.  Similarly,  in  determining  the 
safety  of  additive-treated  cattle  feed, 
account  would  have  to  be  taken  of  resi¬ 
dues  of  the  additive  in  the  milk,  or  edible 
flesh  of  the  animal. 

Since  the  scientific  investigation  and 
the  other  relevant  data  to  be  taken  into 
consideration  by  the  Secretary  include 
information  with  respect  to  possible  can¬ 
cer  causing  characteristics  of  a  proposed 
additive,  the  public  will  be  protected 
from  possible  harm  on  this  count. 

GROUNDS  FOR  DENIAL  OF  PETITION 

The  Secretary  would  deny  a  petition 
to  establish  the  safety  of  an  additive  if 
the  data  before  the  Secretary  fail  to 
establish  that  the  proposed  use  of  the 
additive  under  the  specified  conditions 
of  use  will  be  safe. 

The  Secretary  could  also  deny  a  peti¬ 
tion  on  the  ground  that  the  proposed  use 
of  the  additive  would  promote  deception 
of  the  consumer  in  violation  of  the  Food 
and  Drug  Act  or  would  otherwise  result 
in  adulteration  or  in  misbranding  of  food 
within  the  meaning  of  the  Food  and 
Drug  Act. 

TOLERANCE  LIMITATIONS 

In  the  case  of  an  additive  which  in  the 
judgment  of  the  Secretary  based  upon  a 
fair  evaluation  of  the  data  before  him, 
requires  a  tolerance  limitation  in  order 
to  assure  that  the  proposed  use  of  such 
additive  will  be  safe,  the  legislation 
establishes  two  standards : 


First,  the  Secretary  may  not  fix  such 
tolerance  limitation  at  a  level  higher 
than  he  finds  to  be  reasonably  required 
to  accomplish  the  physical  or  other 
technical  effect  for  which  such  additive 
is  intended ;  and 

Second.  The  Secretary  may  not  estab¬ 
lish  a  regulation  for  such  proposed  use 
if  he  finds  upon  a  fair  evaluation  of 
the  data  before  him  that  such  data  do 
not  establish  that  such  use  would  ac¬ 
complish  the  intended  physical  or  other 
technical  effect. 

The  phrase  “physical  or  other  tech¬ 
nical  effect”  refers  to  the  objective  effect 
which  the  additive  may  have  on  the  ap¬ 
pearance,  flavor,  texture,  or  other 
aspects  of  a  food.  -The  question  of 
whether  an  additive  produces  such  ef¬ 
fect — or  how  much  of  an  additive  is  re¬ 
quired  for  such  effect — is  a  factual  one, 
and  does  not  involve  any  judgment  on 
the  part  of  the  Secretary  of  whether  such 
effect  results  in  any  added  value  to  the 
consumer  of  such  food  or  enhances  the 
marketability  from  a  merchandising 
point  of  view. 

ADVISORY  COMMITTEES, 

The  committee  has  deleted  the  ad¬ 
visory  committee  procedure  from  the  bill 
because  there  does  not  appear  to  be  any 
need  for  this  complicated  mechanism 
for  securing  the  views  of  scientists.  The 
Department  already  has  the  privilege  of 
making  inquiry  of  competent  outside 
scientists  on  technical  matters. 

PUBLIC  HEARINGS 

Any  person  adversely  affected  by  an 
order  of  the  Secretary  may  file  objec¬ 
tions  thereto  and  request  a  public  hear¬ 
ing.  At  such  hearings  the  Secretary 
would  receive  evidence  relevant  and  ma¬ 
terial  to  the  issues  raised  and  Would  by 
order  act  upon  such  objections. 

JUDICIAL  REVIEW 

The  committee  has  given  long  and 
careful  thought  to  the  problem  of  the 
scope  of  judicial  review  under  this  leg¬ 
islation.  This  problem  was  discussed 
exhaustively  by  several  witnesses,  in¬ 
cluding  a  Federal  judge  who  testified 
on  behalf  of  the  Judicial  Conference  of 
the  United  States. 

The  committee  feels  that  the  Secre¬ 
tary’s  findings  of  fact  and  orders  should 
not  be  based  on  isolated  evidence  in  the 
record,  which  evidence  in  and  of  itself 
may  be  considered  substantial  without 
taking  account  of  contradictory  evi¬ 
dence  of  possible  equal  or  even  greater 
substance. 

In  the  course  of  the  scientific  panel 
hearings,  the  subcommittee  was  im¬ 
pressed  with  the  wide  range  of  scientific 
judgment  factors  which  are  involved  in 
determining  the  safety  of  a  food  addi¬ 
tive.  Considering  the  eminent  qualifica¬ 
tions  of  all  the  scientists  and  experts  who 
participated  in  these  panel  hearings, 
the  scientific  testimony  of  any  one  of 
the  participants  must  be  considered 
substantial  evidence.  Nevertheless, 
any  conclusions  based  solely  on  the  sci¬ 
entific  judgment  of  any  one  of  the  par¬ 
ticipants  without  taking  account  of  con¬ 
tradictory  scientific  views  expressed  by 
other  participants  cannot  be  considered 
conclusions  based  upon  a  fair  evaluation 
of  the  entire  record. 


Thus,  under  this  legislation,  the  Sec¬ 
retary’s  findings  of  fact  and  orders 
based  thereon  must  be  based  upon  a  fair 
evaluation  of  the  entire  record.  The 
committee  adopted  the  language,  “fail- 
evaluation  of  the  entire  record”  because 
it  seemed  to  express  most  clearly  the 
standard  of  judicial  review  of  admin¬ 
istrative  findings  of  fact  and  orders 
based  thereon  which  the  committee  feels 
should  prevail. 

The  bill  provides  that  the  reviewing 
court  shall  not  sustain  the  order  of  the 
Secretary  if  he  failed  to  base  such  order 
upon  a  fair  evaluation  of  the  entire  rec¬ 
ord  at  such  hearing,  or  if  he  failed  to 
include  in  such  order  a  statement  setting 
forth  in  detail  the  findings  and  con¬ 
clusions  upon  which  the  order  is  based. 
The  court  must  sustain  the  findings  of 
the  Secretary  with  respect  to  questions 
of  fact  if  based  upon  a  fair  evaluation 
of  the  entire  record. 

Judicial  review  of  any  order  of  the 
Secretary  under  this  legislation  may  be 
obtained  in  the  United  States  court  of 
appeals  for  the  circuit  wherein  appel¬ 
lant  resides,  or  has  his  principal  place  of 
business,  or  in  the  United  States  Court 
of  Appeals  for  the  District  of  Columbia. 

EFFECTIVE  DATE 

This  legislation  will,  except  as  herein¬ 
after  stated,  take  effect  on  the  date  on 
which  it  is  enacted.  Thus  the  Food  and 
Drug  Administration  can  immediately 
begin  making  determinations  as  to  the 
safety  of  food  additives. 

However,  since  it  will  take  a  certain 
amount  of  time  to  make  these  deter¬ 
minations  of  safety,  the  provisions  of  sec¬ 
tion  3  of  the  legislation — which  will  have 
the  effect  of  permitting  seizure,  injunc¬ 
tion  suits,  and  criminal  prosecutions  on 
account  of  the  shipment  in  interstate 
commerce  of  an  additive,  or  food  con¬ 
taining  an  additive,  which  has  not  been 
determined  to  be  safe — will  not  take  ef¬ 
fect  until  180  days  after  the  enactment 
of  this  legislation. 

A  further  exception  is  made  in  the 
case  of  any  particular  commercial  use 
of  a  food  additive  if  such  use  began  be¬ 
fore  January  1,  1958.  In  the  case  of  such 
use,  section  3  would  take  effect  either 
on  the  establishment  of  an  order  with  re¬ 
spect  to  the  safety  of  such  use,  or  18 
months  after  the  date  of  enactment  of 
the  legislation — unless  extended  by  the 
Secretary  for  not  more  than  an  addi¬ 
tional  12  months — whichever  date  occurs 
first. 

MEAT  INSPECTION 

The  bill  as  amended  provides  that 
nothing  in  this  legislation  shall  be  con¬ 
strued  to  exempt  any  meat  or  meat  food 
product  or  any  person  from  any  require¬ 
ment  imposed  by  or  pursuant  to  the 
Meat  Inspection  Act  of  March  4,  1907. 
This  provision  would  leave  unaffected  the 
jurisdiction  of  the  Department  of  Agri¬ 
culture  with  respect  to  food  additives  in 
establishments  which  are  subject  to  the 
Meat  Inspection  Act. 

(Mr.  HARRIS  asked  and  was  given 
permission  to  revise  and  extend  his  re¬ 
marks.) 

Mr.  HARRIS.  I  ask  unanimous  con¬ 
sent  at  this  point  to  include  in  the  Rec¬ 
ord  a  statement  from  the  .gentleman 
from  Mississippi  [Mr.  Williams],  chair- 
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man  of  the  subcommittee,  who  worked 
so  faithfully  on  this  legislation. 

The  SPEAKER.  Is  there  objection  to 
the  request  of  the  gentleman  from  Ar¬ 
kansas? 

There  was  no  objection. 

Mr.  WILLIAMS  of  Mississippi.  Mr. 
Speaker,  H.  R.  13254,  with  the  amend¬ 
ments  recommended  by  the  Committee 
on  Interstate  and  Foreign  Commerce, 
will  provide  protection  for  the  consum¬ 
ing  public  by  requiring  that  only  safe 
chemically  produced  substances  be  added 
to  food.  The  clean,  tasty,  and  whole¬ 
some  packages  of  prepared  foods  which 
are  bought  in  the  grocery  store  today 
could  not  exist  without  the  scientific  ad¬ 
vances  which  have  been  made  in  the 
field  of  food  chemistry.  The  Federal 
pure  food  law  needs  to  be  amended  pri¬ 
marily  because  of  the  continuing  prog¬ 
ress  in  food  technology.  The  progress 
which  has  been  made  in  this  field  during 
the  last  10  or  15  years  has  liberated 
American  women  from  much  of  the 
drudgery  of  the  kitchen. 

The  last  major  revision  of  the  Food 
and  Drug  Act  occurred  20  years  ago. 
}  The  1938  law  was  designed  primarily  to 
protect  our  national  food  supply  by  pre¬ 
venting  the  inclusion  in  food  of  filth  and 
foreign  matter  and  by  prohibiting  the 
addition  of  substances  w'hich  conceal  de¬ 
fects  such  as  spoilage  or  deterioration  of 
food.  The  1938  law  gave  no  recognition 
to  substances  deliberately  added  to  food 
for  beneficial  purposes,  such  as  retard¬ 
ing  natural  spoilage  or  keeping  food 
moist  or  tasty.  There  is  a  gap  in  our 
pure  food  law  as  a  result  of  advancing 
technology. 

The  substances  dealt  with  by  this  bill 
are  unfamiliar  to  many  of  us  because 
they  are  referred  to  as  chemical  addi¬ 
tives.  All  foods  are  composed  of  in¬ 
gredients  which  can  be  identified  by 
chemical  nomenclature.  Many  food  ad¬ 
ditives  are  produced  or  refined  by  chem¬ 
ical  processes  and  can  be  identified  by 
chemical  names.  Table  salt,  or  sodium 
chloride  as  it  is  known  chemically,  is 
,  one  of  the  oldest  food  additives.  An- 
)  other  food  additive  is  baking  soda,  or 
sodium  bicarbonate.  Vitamins,  which 
are  produced  principally  by  chemical 
processes,  have  complicated  scientific 
names.  Citric  acid,  which  nature  pro¬ 
duces  in  lemons,  oranges,  and  limes,  is 
produced  in  commercial  quantities  from 
sugar.  Whether  derived  from  lemons  or 
limes  or  from  a  process  of  fermenting 
sugar,  when  citric  acid  jis  added  to  a 
soft  drink  to  improve  the  taste  or  used 
in  some  other  food  or  beverage,  it  would 
be  classed  a  “food  additive”  under  this 
bill.  It  has  been  a  common  practice  in 
recent  years  for  bakeries  to  add  a  tiny 
amount  of  sodium  propionate  to  bread 
and  other  bakery  products  to  keep  them 
fresh  and  tasty  for  longer  periods  than 
would  be  possible  without  the  additive. 
These  and  the  many  other  substances 
which  are  used  to  improve  the  character¬ 
istics  of  our  food  are  illustrative  of  the 
kinds  of  things  this  legislation  deals 
with. 

The  Food  and  Drug  law  of  20  years 
ago,  under  which  we  still  operate  today, 
was  not  written  to  deal  with  the  food 


technology  of  today.  This  bill  is  needed 
to  bring  the  1938  law  up  to  date. 

H.  R.  13254  would  require  manufac¬ 
turers  of  food  additives  and  processors 
of  food  products  to  make  careful  ad¬ 
vance  tests  of  any  substance  which  is 
to  be  added  to  food  or  any  substance 
which,  if  used  in  the  manufacture  of 
food  products,  can  reasonably  be  ex¬ 
pected  to  become  a  part  of  the  food. 
The  required  testing  involves  the  most 
searching  analysis  by  pharmacologists 
and  other  scientists  as  to  whether  the 
proposed  food  additive  would  have  any 
harmful  effect  upon  those  who  eat  the 
food  containing  it.  Adequate  scientific 
testing  of  this  sort  usually  takes  2  years 
or  longer.  The  manufacturer  or  proc¬ 
essor  must  maintain  detailed  records  of 
his  tests  and  the  results.  H.  R.  13254  re¬ 
quires  that  the  complete  test  data  be 
submitted  to  the  Food  and  Drug  Ad¬ 
ministration  for  thorough  review.  If  the 
Food  and  Drug  Administration  is  satis¬ 
fied  that  the  scientific  tests  of  the  new 
additive  prove  it  can  be  used  safely  in 
the  quantity  and  under  the  circumstan¬ 
ces  proposed  by  the  manufacturer,  the 
Secretary  of  Health,  Education,  and 
Welfare  will  issue  a  regulation  describ¬ 
ing  precisely  the  conditions  under  which 
the  product  can  be  used.  After  the  en¬ 
actment  of  this  bill  food  additivies  can¬ 
not  be  placed  on  the  market  in  inter¬ 
state  commerce  unless  these  require¬ 
ments  are  fully  complied  with. 

The  subcommittee  and  the  full  com¬ 
mittee  had  two  major  objectives  in  writ¬ 
ing  this  legislation.  First  and  foremost, 
we  wanted  to  insure  that  the  public 
would  be  adequately  protected.  Second¬ 
ly,  we  wanted  to  establish  a  high  stand¬ 
ard  of  administrative  fairness. 

In  our  hearings  we  received  testimony 
from  Government  officials  and  repre¬ 
sentatives  of  the  affected  industries.  At 
our  request,  the  National  Academy  of 
Sciences  appointed  a  panel  of  highly 
qualified  scientists,  who  appeared  before 
the  subcommittee  and  discussed  the 
questions  of  safety  which  are  involved  in 
the  use  of  food  additives. 

As  pointed  out  in  the  committee  re-T 
port,  the  bill  uses  a  concept  of  safety 
which  involves  the  question  of  whether 
the  use  of  a  substance  in  food  would  be 
hazardous  to  the  health  of  man  or  ani¬ 
mal.  To  establish  the  safety  of  an  ad¬ 
ditive  the  bill  requires  proof  of  the  prac¬ 
tical  certainty  that  no  harm  will  result 
from  the  proposed  use  of  the  substance. 
The  bill  does  not — and  cannot — require 
proof  beyond  any  possible  doubt  that  no 
harm  could  resuit  under  any  conceivable 
circumstance. 

This  was  emphasized  particularly  by 
the  scientific  panel  which  testified  before 
the  subcommittee. 

In  determining  the  safety  of  an  addi¬ 
tive,  the  Secretary  of  Health,  Education, 
and  Welfare  would  have  to  consider  not 
only  the  food  to  which  the  additive  is 
directly  added,  but  also  other  foods  de¬ 
rived  from  such  foods.  For  example,  in 
evaluating  the  safety  of  an  additive  for 
poultry  feed,  the  Secretary  would  have 
to  consider  any  residues  that  might  ap¬ 
pear  in  eggs  produced  by  the  poultry. 
Similarly,  in  determining  the  safety  of 


additive-treated  cattle  feed,  account 
would  have  to  be  taken  of  residues  of  the 
additive  in  the  milk  or  edible  flesh  of  the 
animal. 

Since  the  scientific  investigation  and 
the  other  relevant  data  to  be  taken  into 
consideration  by  the  Secretary  include 
information  with  respect  to  possible 
cancer-causing  characteristics  of  a  pro¬ 
posed  additive,  the  public  will  be  pro¬ 
tected  from  possible  harm  on  this  count. 
A  committee  amendment  to  the  bill  ex¬ 
pressly  indicates  that  any  substance 
found  to  cause  cancer  cannot  be  ap¬ 
proved. 

The  bill  covers  substances  which  are 
intentionally  added  to  food.  It  also 
covers  substances  which  may  reasonably 
be  expected  to  become  a  component  of 
food  or  to  affect  the  characteristics  of 
any  food.  On  the  other  hand,  it  does  not 
cover  substances  which  may  accidentally 
get  into  food.  These  latter  would  be 
dealt  with  by  other  provisions  of  the 
Food,  Drug,  and  Cosmetic  Act. 

I  have  been  asked  since  the  Commit¬ 
tee  reported  the  bill  what  is  meant  by 
a  substance  “holding”  food,  as  men¬ 
tioned  in  the  bill.  An  example  of  what 
is  meant  by  this  would  be  a  plastic  film 
or  paper  wrapper  which  surrounds  a 
package  of  food.  This  bill  is  not  in¬ 
tended,  for  example,  to  give  the  Food 
and  Drug  Administration  authority  to 
regulate  the  use  of  components  in  din- 
nerware  or  ordinary  eating  utensils. 

Another  question  I  have  been  asked 
is  why  H.  R.  13254  does  not  contain  a 
provision  of  the  type  in  H.  R.  6747  which 
brought  “food  additive”  within  the 
meaning  of  the  term  “food.” 

It  was  the  feeling  of  the  Committee 
that  such  a  provision  would  be  surplus¬ 
age  since  the  present  Food  and  Drug 
law,  in  section  201  (f),  already  defines 
“food”  as  including  all  components 
thereof.  Since  substances  which  get  into 
food  incidentally  in  its  manufacture, 
handling,  or  packaging  would  be  dealt 
with  as  a  “food  additive”  under  the  bill, 
there  appears  to  be  no  need  to  have 
such  substances  also  defined  as  a  “food.” 

The  bill  does  not  duplicate  the  pro¬ 
visions  of  law  which  already  control  the 
use  of  pesticide  chemicals  on  growing 
crops  or  raw  agricultural  commodities. 

Ever  since  the  Congress  began  dele¬ 
gating  regulatory  functions  to  admin¬ 
istrative  agencies  of  the  Government 
there  has  been  disagreement  among 
lawyers  as  to  the  fairness  of  the  proce¬ 
dures  under  which  the  agencies  operate. 
In  1946,  the  Administrative  Procedure 
i  Act  was  passed  in  an  effort  to  formalize 
I  the  day-to-day  rule  making  and  regula¬ 
tory  procedures  of  Government  agencies. 
The  1946  act  provides  that  unless  the 
findings  of  fact  upon  which  administra¬ 
tive  orders  are  based  are  supported  by 
“substantial  evidence”  a  Federal  Court 
of  Appeals  can  reverse  the  order  of  the 
administrative  agency.  Court  decisions 
have  required  that  an  administrative 
agency  must  give  consideration  to  the 
entire  record,  including  contradictory 
evidence,  when  it  determines  facts. 

Manufacturers  of  food  and  of  food 
additives  have  manifested  concern  that 
under  an  admiinstrative  type  of  control 
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over  the  use  of  food  additives,  such  as  is 
provided  by  H.  R.  13254,  it  would  be 
possible  for  the  institutional  decisions  of 
the  Secretary  of  Health,  Education,  and 
Welfare  to  be  based,  for  example,  more 
upon  the  personal  convictions  of  scien¬ 
tists  employed  by  the  Food  and  Drug 
Administration  regarding  the  safety  of 
an  additive  than  upon  the  inferences 
fairly  to  be  drawn  from  the  scientific 
evidence  of  record.  H.  R.  13254  provides 
that  orders  regarding  the  use  of  food 
additives  must  “be  based  upon  a  fair 
evaluation  of  the  entire  record.”  The 
committee  has  endeavored  to  prescribe 
a  new  statutory  criterion  requiring  that 
a  high  standard  of  fairness  be  observed 
in  administrative  rulemaking  under  this 
bill.  Personal  attitudes  or  preferences 
of  administrative  officials  could  not  pre¬ 
vail  on  the  basis  of  being  supported  by 
substantial  evidence  picked  from  the 
record  without  regard  to  other  evidence 
of  probative  value  in  the  record.  The 
United  States  Courts  of  Appeals  will  be 
able  to  enforce  this  high  standard  by 
determining  whether  the  Secretary  of 
Health,  Education,  and  Welfare  has 
given  appropriate  consideration  to  the 
inferences  which  should  fairly  be  drawn 
from  all  of  the  evidence  of  record. 

I  want  to  point  out  that  this  bill  has 
the  unqualified  support  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
as  well  as  the  officials  of  the  Food  and 
Drug  Administration  who  would  be 
charged  with  responsibility  for  adminis¬ 
tering  the  law.  They  are  satisfied  that 
this  bill  would  provide  fully  adequate 
protection  for  consumers. 

A  substantial  majority  of  the  manu¬ 
facturers  of  food  products  have  un¬ 
qualifiedly  approved  this  bill,  as  have  a 
majority  of  the  manufacturers  of  food 
additives. 

It  has  taken  several  years  for  the  Gov¬ 
ernment  agencies  and  the  affected  in¬ 
dustries  to  agree  upon  a  bill,  and  I  hope 
H.  R.  13254  will  be  passed  by  the  House 
and  be  enacted  into  law  before  the  pres¬ 
ent  session  adjourns. 

Mr.  O’HARA  of  Minnesota^  Mr. 
Speaker,  I  yield  such  time  as  he  may  de¬ 
sire  to  the  gentleman  from  Virginia  [Mr. 
Poff]  . 

Mr.  POFF.  Mr.  Speaker,  I  am  in  favor 
of  the  bill. 

Mr.  Speaker,  I  applaud  and  commend 
the  chairman  and  members  of  the  Com¬ 
mittee  on  Interstate  and  Foreign  Com¬ 
merce  for  their  work  and  the  results  of 
their  work  on  H.  R.  13254  to  amend  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
to  prohibit  the  use  in  food  of  additives 
which  have  not  been  adequately  tested  to 
establish  their  safety  for  human  con¬ 
sumption. 

As  I  understand  the  bill,  pretesting  of 
additives  is  required  only  with  respect  to 
those  food  additives  which  are  not  gen¬ 
erally  recognized  among  competent  ex¬ 
perts  as  having  been  adequately  shown 
to  be  safe  under  the  conditions  of  their 
intended  use.  An  additive  may  be  shown 
to  be  safe  either  by  means  of  scientific 
procedures  or,  in  the  case  of  substances 
in  use  prior  to  January  1,  1958,  by  means 
of  experience  based  on  common  use  in 
food. 


The  legislation  covers  substances 
which  are  added  intentionally  to  food. 
These  additives  are  generally  referred  to 
as  intentional  additives. 

The  legislation  also  covers  substances 
which  may  reasonably  be  expected  to  be¬ 
come  a  component  of  any  food  or  to  af¬ 
fect  the  characteristics  of  any  food. 
These  substances  are  generally  referred 
to  as  incidental  additives. 

The  principal  examples  of  both  inten¬ 
tional  and  incidental  additives  are  sub¬ 
stances  intended  for  use  in  producing, 
manufacturing,  packing,  processing,  pre¬ 
paring,  treating,  packaging,  transport¬ 
ing,  or  holding  food. 

A  regulation  prescribing  the  conditions 
under  which  an  additive  may  be  safely 
used  may  be  issued  by  the  Secretary  of 
Health,  Education,  and  Welfare  either  on 
the  basis  of  petition  filed  by  any  person — 
ordinarily  the  manufacturer  of  the  addi¬ 
tive — or  the  Secretary’s  own  initiative. 
The  petition  would  set  forth  the  name 
and  all  pertinent  information  concerning 
the  additive,  including,  where  available, 
its  chemical  identity  and  composition; 
full  reports  of  scientific  investigations  of 
safety  for  use;  the  conditions  of  the  pro¬ 
posed  use  of  such  additive;  relevant  data 
bearing  on  the  physical  or  other  techni¬ 
cal  effect  such  additive  is  intended  to 
produce;  the  quantity  required  to  pro¬ 
duce  such  effect;  when  requested  by  the 
Secretary,  the  methods  used  to  produce 
the  additive;  and  a  description  of  practi¬ 
cal  methods  to  determine  the  quantity  of 
such  additive  left  in  or  on  food  because  of 
its  use. 

Trade  secrets  supplied  to  the  Secretary 
would  be  protected  under  this  legislation 
from  unauthorized  disclosure  by  depart¬ 
mental  personnel. 

The  Secretary  would  either,  by  order, 
establish  a  regulation  prescribing  the 
conditions  under  which  such  additive 
may  be  safely  used,  or  he  would,  by 
order,  deny  the  petition  and  notify  the 
petitioner  of  the  reasons  for  such  action. 
Such  orders  would  be  issued  within  90 
days  after  the  date  of  filing  of  the  peti¬ 
tion  unless  the  Secretary,  by  written 
notice  to  the  petitioner,  extends  such 
period  for  not  more  than  an  additional 
90  days  to  enable  him  to  study  the  pe¬ 
tition. 

The  concept  of  safety  used  in  this  leg¬ 
islation  involves  the  question  of  whether 
a  substance  is  hazardous  to  the  health 
of  man  or  animal.  Safety  requires 
proof  of  a  reasonable  certainty  That  no 
harm  will  result  from  the  proposed  use 
of  an  additive.  It  does  no^ancT  can¬ 
not—  require  proof  beyond  any  possible 
doubt  that  no  harm  will  result  under 
any  conceivable  circumstance. 

This  was  emphasized  particularly  by 
the  scientific  panel  which  testified  be¬ 
fore  the  subcommittee.  The  scientists 
pointed  out  that  it  is  impossible  in  the 
present  state  of  scientific  knowledge  to 
establish  with  complete  certainty  the 
absolute  harmlessness  of  any  chemical 
substance. 

In  determining  the  safety  of  an  ad¬ 
ditive,  scientists  must  take  into  consid¬ 
eration  the  cumulative  effect  of  such 
additive  in  the  diet  of  man  or  animals 
over  their  respective  life  spans  together 


August  13 

with  any  chemically  or  pharmacologi¬ 
cally  related  substances  in  such  diet. 
Thus,  the  safety  of  a  given  additive  in¬ 
volves  informed  judgments  based  on 
educated  estimates  by  scientists  and  ex¬ 
perts  of  the  anticipated  ingestion  of  an 
additive  by  man  and  animals  under 
likely  patterns  of  use. 

Reasonable  certainty  determined  in 
this  fashion  that  an  additive  will  be  safe, 
will  protect  the  public  health  from  harm 
and  will  permit  sound  progress  in  food 
technology. 

The  legislation  adopts  this  concept  of 
safety  by  requiring  the  Secretary  to 
consider  in  addition  to  information  with 
regard  to  the  specific  additive  in  ques¬ 
tion,  among  others,  the  following  rele¬ 
vant  factors:  First,  the  probable 
consumption  of  the  additive  and  of  any 
substance  formed  in  or  on  food  because 
of  the  use  of  such  additive;  second,  the 
cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  ac¬ 
count  any  chemically  or  pharmacologi¬ 
cally  related  substances  in  such  diet;  and 
third,  safety  factors  which  qualified  ex¬ 
perts  consider  appropriate  for  the  use  of 
animal  experimentation  data. 

In  determining  the  safety  of  an  ad¬ 
ditive,  the  Secretary  would  have  to 
consider  not  only  the  food  to  which  the 
additive  is  directly  added,  but  also  other 
foods  derived  from  such  foods.  For  ex¬ 
ample,  in  evaluating  the  safety  of  an 
additive  for  poultry  feed,  the  Secretary 
would  have  to  consider  any  residues  that 
might  appear  in  eggs  produced  by  the 
poultry.  Similarly,  in  determining  the 
safety  of  additive-treated  cattle  feed,  ac¬ 
count  would  have  to  be  taken  of  residues 
of  the  additive  in  the  milk  or  edible 
flesh  of  the  animal. 

Since  the  scientific  investigation  and 
the  other  relevant  data  to  be  taken  into 
consideration  by  the  Secretary  include 
information  with  respect  to  possible 
cancer-causing  characteristics  of  a  pro¬ 
posed  additive,  the  public  will  be  pro¬ 
tected  from  possible  harm  on  this  count. 

The  Secretary  would  deny  a  petition 
to  establish  the  safety  of  an  additive  if 
the  data  before  the  Secretary  fails  to  ( 
establish  that  the  proposed  use  of  the 
additive  under  the  specified  conditions  of 
use  will  be  safe. 

The  Secretary  could  also  deny  a  peti¬ 
tion  on  the  ground  that  the  proposed 
use  of  the  additive  would  promote  de¬ 
ception  of  the  consumer  in  violation  of 
the  Food  and  Drug  Act  or  would  other¬ 
wise  result  in  adulteration  or  is  mis¬ 
branding  of  food  within  the  meaning  of 
the  Food  and  Drug  Act. 

In  the  case  of  an  additive  which  in 
the  judgment  of  the  Secretary  based 
upon  a  fair  evaluation  of  the  data  before  - 
him,  requires  a  tolerance  limitation  in 
order  to  assure  that  the  proposed  use  of 
such  additive  will  be  safe,  the  legislation 
establishes  two  standards: 

First.  The  Secretary  may  not  fix  such 
tolerance  limitation  at  a  level  higher 
than  he  finds  to  be  reasonably  required 
to  accomplish  the  physical  or  other  tech¬ 
nical  effect  for  which  such  additive  is  in¬ 
tended. 

Second.  The  Secretary  may  not  estab¬ 
lish  a  regulation  for  such  proposed  use 
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if  he  finds  upon  a  fair  evaluation  of  the 
data  before  him  that  such  data  does  not 
establish  that  such  use  would  accomplish 
the  intended  physical  or  other  technical 
effect. 

The  phrase  “physical  or  other  techni- 
cal^effect”  refers  to  the  objective  effect 
which  the  additive  may  have  on  the  ap¬ 
pearance,  flavor,  texture,  or  other  aspects 
of  a  food.  The  question  of  whether  an 
additive  produces  such  effect — or  how 
much  of  an  additive  is  required  for  such 
effect — is  a  factual  one,  and  does  not  in¬ 
volve  any  judgment  on  the  part  of  the 
Secretary  of  whether  such  effect  results 
in  any  added  value  to  the  consumer  of 
such  food  or  enhances  the  marketabil¬ 
ity  from  a  merchandising  point  of  view. 

Any  person  adversely  effected  by  an 
order  of  the  Secretary  may  file  objec¬ 
tions  thereto  and  request  a  public  hear¬ 
ing.  At  such  hearings  the  Secretary 
would  receive  evidence  relevant  and  ma¬ 
terial  to  the  issues  raised  and  would  by 
order  act  upon  such  objections.  From 
the  final  decision  of  the  Secretary  an  ap¬ 
peal  could  be  taken  to  the  courts. 

This  legislation  is  in  the  public  in¬ 
terest  and  should  become  public  law  at 
this  session  of  Congress. 

(Mr.  POFF  asked  and  was  given  per¬ 
mission  to  revise  and  extend  his  re¬ 
marks.) 

Mr.  O’HARA  of  Minnesota.  Mr. 
Speaker,  I  yield  3  minutes  to  the  gentle¬ 
man  from  Nebraska  [Mr.  Miller]. 

(Mr.  MILLER  of  Nebraska  asked  and 
was  given  permission  to  revise  and  ex¬ 
tend  his  remarks.) 

Mr.  MILLER  of  Nebraska.  Mr. 
Speaker,  I  had  the  privilege  of  serving  on 
the  Delaney  committee  in  1951  when  we 
investigated  rather  carefully  and  had  ex¬ 
tensive  hearings  on  the  use  of  chemical 
additives  in  food. 

In  the  83  d  Congress  we  passed  a  bill 
known  as  the  pesticide  bill,  which  deals 
with  the  use  of  pesticides  in  the  produc¬ 
tion  of  food.  That  bill  is  working  very 
nicely  now.  It  was  a  byproduct  of  the 
so-called  Delanpy  Committee  on  Food 
Additives  and  Pesticides. 

However,  there  is  one  thing  I  would 
have  had  in  this  bill,  and  I  also  testified 
before  the  committee  on  several  occa¬ 
sions  pointing  out  what  I  thought  ought 
to  be  in  a  good  food  additives  bill. 

We  had  placed  in  the  insecticide  bill  a 
provision  for  an  expert  council.  In  other 
words,  when  industry  and  the  adminis¬ 
tration  disagree,  either  one  may  ask  for 
a  panel  of  experts  to  adjudicate,  or  at 
least  to  have  hearings  on  their  differ¬ 
ences.  This  was  advisory  only,  but  it 
was  an  intermediate  step  which  per¬ 
mitted  them  to  bring  their  grievances 
before  an  expert  committee.  Then  they 
had  the  right  after  that  to  go  to  court, 
as  they  have  in  this  bill,  but  the  inter¬ 
mediate  step  was  an  advisory  committee 
of  some  kind  that  we  had  in  the  insecti¬ 
cide  bill.  It  is  working  in  connection 
with  the  bill  that  was  passed  in  the  83d 
Congress,  and  I  had  hoped  this  bill  would 
contain  the  same  provision  because  it 
is  an  escape  valve.  Otherwise  the  De¬ 
partment  takes  weeks  and  months ;  and, 
as  was  the  case  in  the  bread  hearings, 
nearly  2  years  to  determine  whether  ad¬ 
ditives  should  be  placed  in  the  bread. 


While  this  council  is  only  advisory  in 
nature,  the  court  takes  into  considera¬ 
tion  the  findings  of  the  experts  on  the 
council. 

Although  it  is  not  in  this  bill,  I  am  for 
it;  I  think  it  is  a  step  forward,  it  is  a 
step  that  will  protect  the  consuming 
public  and  will  give  more  confidence  in 
the  use  of  some  food,  because  in  our 
economic  world  as  it  exists  today  there 
is  a  chance  for  people  who  are  not  as 
scrupulous  and  as  careful  as  they  should 
be  to  cut  corners.  We  do  have  under 
the  present  law  people  putting  chemi¬ 
cals  into  foods  before  they  are  ade¬ 
quately  tested.  This  calls  for  a  pre¬ 
testing  and  determination  by  the  Food 
and  Drug  Administration  of  the  Depart¬ 
ment  as  to  whether  the  chemical  addi¬ 
tives  are  needed  and  are  a  help  to  any 
particular  food. 

(Mr.  MILLER  of  Nebraska  asked  and 
was  given  permission  to  revise  and  ex¬ 
tend  his  remarks.) 

Mr.  HARRIS.  Mr.  Speaker,  I  am  de¬ 
lighted  to  yield  5  minutes  to  the  gentle¬ 
man  from  New  York  [Mr.  Delaney]. 

(Mr.  DELANEY  asked  and  was  given 
permission  to  revise  and  extend  his 
remarks. ) 

Mr.  DELANEY.  Mr.  Speaker,  regula¬ 
tion  of  the  use  of  chemical  additives  in 
our  food  supply  is  one  of  the  most  im¬ 
portant  domestic  issues  to  be  considered 
by  the  Congress,  and  for  this  reason  I 
regret  that  this  bill  was  reported  so  late 
in  the  session. 

The  safeguarding  of  the  health  of  the 
American  public  should  ever  be  upper¬ 
most  in  our  minds.  In  these  fast  moving 
times,  food  technology  changes  alihost 
from  day  to  day  and  it  is  difficult  to  keep 
up  with  developments. 

Recognizing  the  problems  created  by 
the  increasingly  widespread  use  of 
chemical  additives,  in  1950  the  House 
authorized  the  formation  of  a  select 
committee  to  investigate  the  use  of 
chemicals  in  foods  and  cosmetics,  and  I 
had  the  honor  to  be  chairman.  Many  of 
you  are  familiar  with  that  investigation, 
and  it  should  be  enough  to  recall  that 
the  committee  held  extensive  hearings  in 
various  parts  of  the  country  in  1950, 
1951,  and  1952,  and  heard  testimony 
from  qualified  experts  only.  The  investi¬ 
gation  established  beyond  question  that 
legislation  is  absolutely  necessary  in  this 
field  to  insure  the  public  of  a  full  meas¬ 
ure  of  protection. 

Here  I  should  like  to  pause  to  pay- 
tribute  to  my  former  committee  col¬ 
leagues.  The  devotion  with  which  they 
carried  out  their  task  was  notable,  and 
they  gave  unstintingly  of  their  time  and 
effort. 

As  a  result  of  this  investigation,  in 
1953  I  introduced  the  first  chemical  ad¬ 
ditive  bill.  No  action  resulted.  Again 
in  the  C4th  Congress  I  introduced  a  sim¬ 
ilar  bill.  Hearings  were  held  on  that 
and  several  industry  bills,  but  nothing 
was  reported  out  of  committee.  In  Jan¬ 
uary  of  last  year  I  introduced  H.  R.  4014, 
which  was  superseded  a  few  months 
later  by  H.  R.  7798.  This  latter  bill  con¬ 
tained  a  provision  which  would  prohibit 
the  use  of  any  cancer-inducing  chemical 
additive  in  food. 
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This  particular  provision  followed  the 
recommendation  of  the  International 
Union  Against  Cancer  at  its  cancer  sym¬ 
posium  held  in  Rome  in  August  1956. 
At  that  time,  the  members  of  the  con¬ 
ference,  consisting  of  over  40  cancer  ex¬ 
perts  from  some  21  countries,  unani¬ 
mously  recommended  that  as  a  basis  for 
active  cancer  prevention,  the  proper  au¬ 
thorities  of  various  countries  promulgate 
and  enact  adequate  rules  and  regula¬ 
tions  prohibiting  the  addition  to  food 
of  substances  found  to  be  cancer  in¬ 
ducing. 

I  discussed  this  recommendation  with 
such  eminent  American  cancer  research¬ 
ers  as  Dr.  William  E.  Smith,  executive 
secretary  of  the  cancer  prevention  com¬ 
mittee  of  the  International  Union 
Against  Cancer;  Dr.  W.  C.  Hueper,  of 
the  National  Cancer  Institute;  and  Dr. 
Francis  E.  Ray,  director  of  the  cancer  re¬ 
search  laboratory  of  the  University  of 
Florida;  also  with  Dr.  W.  Coda  Martin, 
president  of  the  American  Academy  of 
Nutrition.  All  of  them  strongly  sup¬ 
ported  the  position  of  the  International 
Union. 

So  far  as  medicine  is  concerned,  I 
make  no  pretense  to  any  special  knowl¬ 
edge.  I  felt  that  the  recommendation  of 
so  many  experts,  both  in  countries 
abroad  as  well  as  in  the  United  States, 
should  not  be  disregarded.  Accordingly, 
I  amended  H.  R.  4014  to  include  an  anti¬ 
carcinogen  provision,  and  introduced 
H.  R. 7798. 

Another  reason  for  this  action  was 
that  I  found  that  for  2  years  a  residue 
of  a  chemical  pesticide  known  to  induce 
cancer  in  animals  has  been  permitted  to 
remain  on  many  raw  agricultural  com¬ 
modities.  I  brought  this  to  the  attention 
of  the  House  on  several  occasions.  FDA 
is  now  acting  to  bar  this  pesticide.  It 
use  should  never  have  been  permitted 
in  the  first  place.  I  felt  strongly  that 
the  public  should  be  assured  that  no 
similar  incident  would  occur  with  re¬ 
gard  to  food  additives. 

Mr.  Speaker,  when  the  committee  bill, 
H.  R.  13254,  was  reported,  I  was  deeply 
disappointed  to  find  that  it  did  not  con¬ 
tain  a  specific  carcinogen  prohibition. 

I  made  my  concern  known,  and  I  am 
pleased  to  say  that  last  week,  after 
prolonged  consultation  with  representa¬ 
tives  of  the  Food  and  Drug  Administra¬ 
tion,  we  were  able  to  work  out  a  carci¬ 
nogen  amendment  acceptable  to  the 
committee.  If  this  bill,  with  the  amend¬ 
ment,  passes  the  House  today  and  should 
by  any  chance  later  go  to  conference, 
I  have  been  assured  that  the  House  con¬ 
ferees  will  insist  on  retaining  the  amend¬ 
ment. 

With  this  amendment,  and  with  this 
assurance,  I  shall  vote  in  support  of 
H.  R. 13254. 

Mr.  Speaker,  at  this  point  I  ask  unani¬ 
mous  consent  to  include  a  letter  from  the 
Food  and  Drug  Administration,  the 
Agency  will  have  the  responsibility  of 
enforcing  this  legislation.  This  letter  is 
under  the  signature  of  Mr.  John  L. 
'Harvey,  the  Deputy  Commissioner,  and 
it  clarifies  some  of  the  important  points 
I  raised. 
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The  SPEAKER.  Is  there  objection  to 
the  request  of  the  gentleman  from  New 
York? 

There  was  no  objection. 

The  letter  reads  as  follows : 

Department  op 

Health,  Education,  and  Welfare, 

Pood  and  Drug  Administration,  ' 
Washington,  D.  C.,  August  7, 195S. 
Hon.  Jambs  J.  Delaney, 

House  of  Representatives 
Washington,  D.  C. 

Dear  Mr.  Delaney:  This  confirms  my  tele¬ 
phone  conversation  on  August  6  with  your 
office  about  H.  R.  13254.  In  accordance 
with  your  request,  we  are  enclosing  4  copies 
of  the  language  we  discussed  which,  if  in¬ 
serted  into  H.  R.  13254,  would  show  in  the 
law  itself  that  no  substance  is  to  be  ap¬ 
proved  for  use  in  food  if  it  causes  cancer 
when  eaten  by  man  or  test  animals. 

As  you  know,  section  6  of  H.  R.  13254 
would  have  the  food  additives  amendment 
become  effective  on  the  same  time  sched¬ 
ule  as  was  provided  in  section  7  of  H.  R. 
6747.  (There  has  been  some  change  in 
language  which  was  made  by  the  legislative 
draftsmen  of  the  House  but  the  effect  re¬ 
mains  the  same.)  This  has  sometimes  been 
referred  to  as  a  grandfather  clause  but  it  is 
not  really  a  grandfather  clause  as  that  term 
is  ordinarily  used.  The  grandfather  clause 
in  some  of  the  bills  sponsored  by  industry 
would  have  exempted  substances  used  in 
food  prior  to  enactment  of  the  legislation 
from  having  to  meet  its  requirements  at  all. 

In  lieu  of  that,  the  Department’s  bill,  and 
the  committee’s  redraft  of  it,  prescribe  a 
reasonable  transition  period  which  will 
guarantee  prompt  decision  on  the  status  of 
additives  already  in  use  in  food.  We  doubt 
if  it  would  be  practical  to  have  the  law  be¬ 
come  fully  effective  without  some  such  tran¬ 
sition  period  to  permit  the  status  of  addi¬ 
tives  already  in  use  to  be  established.  This 
transition  period  would  not  allow  continued 
use  of  substances  known  to  be  harmful;  it 
would  apply  to  substances  that  are  not 
known  to  have  any  harmful  effect. 

Another  provision  of  H.  R.  13254  that  has 
sometimes  been  regarded  as  a  grandfather 
clause  is  the  one  that  would  exempt  from 
the  definition  of  food  additive  substances 
used  in  food  prior  to  January  1,  1958,  that 
have  been  adequately  shown  through  exper¬ 
ience  based  on  common  use  in  food  to  be 
safe  under  the  conditions  of  intended  use. 
Our  Department  believes  that  it  is  not 
necessary  to  good  public  health  protection 
to  have  chronic  toxicity  studies  conducted 
of  common  food  chemicals,  such  as  salt, 
sugar,  vinegar,  baking  soda,  and  a  great 
many  other  .materials  that  have  been  in 
common  use  for  a  long  time.  As  a  matter 
of  fact,  these  substances  have  been  estab¬ 
lished  as  suitable  food  ingredients  through 
feeding  to  generations  of  human  beings. 
Further,  if  the  legislation  ’  required  such 
common  chemicals  to  be  subjected  to 
chronic  toxicity  tests  on  animals,  there 
would  not  be  enough  laboratory  facilities 
in  the  country  to  handle  the  testing  job 
within  a  period  of  several  years. 

But  this  is  not  a  grandfather  clause 
either.  If  later  developments  show  that  a 
substance  previously  considered  safe  be¬ 
cause  of  common  use  in  food  were,  in  fact, 
subject  to.  question  and  not  generally  recog¬ 
nized  as  safe,  then  the  substance  would  be¬ 
come  subject  to  the  definition  of  a  food 
additive  and  would  have  to  be  cleared  un¬ 
der  the  procedures  of  the  proposed  law.  For 
example: 

1.  Coumarin  was  used  as  an  ingredient  of 
imitation  vanilla  flavor  for  75  years,  but  a 
few  years  ago,  tests  indicated  that  it  caused 
adverse  effect  when  fed  to  test  animals  in 
dosages  considerably  higher  than  the  quan¬ 
tities  present  in  man’s  diet.  In  our  view, 


had  H.  R.  13254  been  law,  coumarin  would 
automatically  have  been  subject  to  its  pro¬ 
visions  when  the  animal  test  data  became 
available. 

2.  Dulcin  is  an  artificial  sweetener  that 
was  used  to  some  extent  for  about  50  years 
until  tests  in  our  laboratories  showed  that  it 
is  capable  of  causing  harm.  Had  H.  R.  13254 
been  law,  such  a  showing  would  automati¬ 
cally  have  brought  the  production  within  its 
coverage. 

3.  Nitrogen  trichloride  (Agene)  was  in 
common  use  in  this  country  as  a  flour  bleach 
until  experiments  in  England  and  the  United 
States  showed  in  the  1940’s  that  flour  treated 
with  it  is  capable  of  causing  running  fits  in 
dogs.  Under  the  terms  of  H.  R.  13254,  such  a 
showing  would  automatically  have  brought 
the  compound  under  the  definition  of  a  food 
additive  and  made  it  subject  to  the  clearance 
procedures  of  the  bill. 

You  asked  for  an  explanation  o‘f  the  man¬ 
ner  in  which  H.  R.  13254,  would  permit  the 
Department  to  control  residues  in  meat, 
milk,  eggs,  and  similar  products  when  the 
residues  are  not  added  directly  to  the  food 
but  occur  because  of  some  chemical  that  is 
present  in  animal  feed. 

We  believe  control  of  this  type  of  residue 
is  adequately  covered  in  lines  13  through  15 
on  page  25  of  H.  R.  13254.  This  language 
would  permit  the  Secretary,  in  determining 
whether  a  proposed  use  of  an  additive  is 
safe,  to  consider  the  probable  consumption 
of  the  additive  and  of  any  substance  formed 
in  or  on  food  because  of  the  use  of  the  ad¬ 
ditive.  We  believe  that  the  intent  of  your 
bill,  H.  R.  7798,  is  preserved  by  this  language. 
Our  view  is  supported  by  the  language  of 
report  No.  2284  of  the  Interstate  and  Foreign 
Commerce  Committee  on  H.  R.  13254  which 
states:  “In  determining  the  safety  of  an  ad¬ 
ditive,  the  Secretary  would  have  to  consider 
not  only  the  food  to  which  the  additive  is 
directly  added,  but  also  other  foods  derived 
from  such  foods.” 

H.  R.  13254  provides  that  when  the  Secre¬ 
tary  issues  an  order  following  a  public  hear¬ 
ing  and  the  order  is  reviewed  by  a  circuit 
court  of  appeals,  the  findings  of  the  Secre¬ 
tary  with  respect  to  questions  of  fact  shall 
be  sustained  if  based  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing.  This 
in  our  view  is  the  substantial  evidence  rule 
already  present  in  the  Food,  Drug,  and  Cos¬ 
metic  Act  as  it  has  been  interpreted  by  the 
Supreme  Court  in  Universal  Camera  Corpora¬ 
tion  v.  National  Labor  Relations  Board  (340 
U.  S.  474,  1950).  The  Supreme  Court  held 
“that  a  reviewing  court  is  not  barred  from 
setting  aside  an  agency’s  decision  when  it 
cannot  conscientiously  find  that  the  evi¬ 
dence  supporting  that  decision  is  substantial, 
when  viewed  in  the  light  that  the  record 
in  its  entirety  furnished.”  The  Supreme 
Court  also  held  that  the  agency’s  findings 
must  be  set  aside  when  the  record  before  a 
court  of  appeals  clearly  precludes  the  agency’s 
decision  from  being  justified  by  a  fair  esti¬ 
mate  of  the  worth  of  the  testimony. 

We  believe  H.  R.  13254  as  reported  by  the 
House  Committee  on  Interstate  and  Foreign 
Commerce,  is  clearly  enforcable  and  gives 
the  sound  public  health  protection  that  is 
required. 

Sincerely  yours, 

John  L.  Harvey, 
Deputy  Commissioner, 

Mr.  DELANEY.  Mr.  Speaker,  I  call 
particular  attention  to  the  concluding 
sentence : 

We  believe  H.  R.  13254  *  *  *  is  clearly  en- 
forcible  and  gives  the  sound  public-health 
protection  that  is  required. 

I  have  been  assured  that  there  is  no 
grandfather’s  clause  which  would  have 
the  effect  of  exempting  the  more  than 
150  additives  now  in  use  that  the  experts 


feel  have  been  insufficiently  tested. 
Other  questions  are  covered  by  this  let¬ 
ter  and  the  committee  report. 

Mr.  Speaker,  I  know  from  experience 
how  difficult  it  is  to  legislate  on  a  sub¬ 
ject  as  complex  and  broad  in  scope  as 
this  one.  In  this  scientific  field  the  great 
majority  of  us  are  laymen,  and  I  appre¬ 
ciate  the  time  and  effort  the  members 
of  the  Subcommittee  on  Health  and  Sci¬ 
ence  devoted  to  acquainting  themselves 
with  it.  I  also  appreciate  the  pressures 
to  which  they  were  exposed.  I  feel  they 
are  to  be  commended  in  bringing  chem¬ 
ical  additive  legislation  to  the  floor. 

I  do  not  consider  H.  R.  13254  an  ideal 
bill.  I  would  have  preferred  a  more  di¬ 
rect  approach  to  certain  problems  and 
clearer  language.  However,  it  is  a  defi¬ 
nite  step  forward,  and  I  am  convinced 
that  if  the  bill  is  not  passed  we  will  have 
no  chemical  additive  legislation  for  some 
time  to  come,  and  the  public  will  be  de¬ 
prived  of  much  needed  protection. 

If  this  bill  is  passed — and  I  hope  it 
will  be — the  book  on  chemical  additives 
is  not  necessarily  closed.  We  must  watch 
the  effect  of  this  legislation  closely  and, 
if  it  does  not  afford  the  health  protection 
its  proponents  hope  for,  we  must  stand 
ready  to  make  the  necessary  amend¬ 
ments. 

In  concluding  my  remarks  I  should 
like  to  thank  the  many,  many  thousands 
of  people  who  have  written  me  from  all 
over  the  country.  Their  support  of  my 
efforts  to  secure  the  enactment  of  pro¬ 
tective  chemical  additive  legislation  has 
been  a  real  inspiration  to  me  and  I  know 
that  their  interest  has  helped  to  bring 
about  action. 

Mr.  Speaker,  I  urge  the  adoption  of 
the  bill  with  the  amendment. 

Mr.  FOGARTY.  Mr.  Speaker,  will  the 
gentleman  yield? 

Mr.  DELANEY.  I  yield  to  the  gentle¬ 
man  from  Rhode  Island. 

Mr.  FOGARTY.  I  would  just  like  to 
compliment  the  gentleman  from  New 
York  for  the  long  and  arduous  task  that 
he  has  been  performing  in  holding  hear¬ 
ings  on  this  most  important  subject  and 
to  agree  with  him  that  this  is  one  of  the 
most  important  bills  that  will  pass  the 
Congress  this  year  for  the  protection  of 
the  people  of  this  country.  Now,  the 
gentleman  spoke  of  enforcement  by  the 
Food  and  Drug  Administration.  How 
many  additional  positions  do  you  think 
it  will  take  to  carry  out  the  provisions  of 
the  bill  or  the  wishes  of  this  committee? 

Mr.  DELANEY.  I  am  notified  by  Food 
and  Drug  that  it  will  require  very  few. 
They  have  a  staff.  Of  course,  they  could 
use  a  great  number  of  other  experts,  but 
they  can,  without  any  great  number  of 
additional  jobs,  carry  out  the  enforce¬ 
ment  provisions. 

Mr.  FOGARTY.  There  are  many  peo¬ 
ple  today  who  believe  that  the  Food  iand 
Drug  Administration  ought  to  be  ex¬ 
panded  without  any  additional  legisla¬ 
tion,  and  I  was  wondering  how  that  feel¬ 
ing  fits  in  with  the  expressed  views  of 
you  and  your  committee  on  this  bill. 

Mr.  DELANEY.  Food  and  Drug  has 
assured  me  that  if  this  bill  is  passed, 
they  can  adequately  protect  the  health 
of  the  American  public. 
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Mr.  HARRIS.  Mr.  Speaker,  I  yield  to 
the  gentlewoman  from  Missouri  [Mrs. 
Sullivan], 

Mrs.  SULLIVAN.  Mr.  Speaker,  would 
the  chairman  of  the  committee  yield  for 
a  question?  With  the  very  limited  time 
allotted  for  debate  on  this  bill,  I  do  not 
want  to  attempt  to  go  into  any  detail  on 
it.  I  know  there  is  not  time.  As  one  of 
the  longtime  sponsors  of  legislation  on 
this  subject,  however,  I  do  have  some 
things  I  want  to  get  into  the  Record  on 
it,  and  I  am  going  to  seek  permission  to 
have  my  remarks  included.  I  do  not 
think  this  is  a  strong  bill.  But  as  the 
remarks  I  have  prepared  will  point  out, 
it  can  accomplish  a  great  deal  more 
than  the  existing  law,  and  I  will  support 
it.  But  one  aspect  that  I  think  should 
be  brought  out  in  the  debate — one  that  I 
think  is  very  important — is  this: 

Am  I  correct  that  while  the  bill  pri¬ 
marily  deals  with  new  chemical  addi¬ 
tives,  it  does  not  preclude  the  Food  and 
Drug  Administration  from  moving 
against  existing  additives  if  they  have 
evidence  to  question  their  safety? 

Mr.  HARRIS.  Yes;  I  will  say  that  the 
gentlewoman  is  correct  in  her  statement. 

Mrs.  SULLIVAN.  I  thank  the  gentle¬ 
man. 

(Mrs.  SULLIVAN  asked  and  was  given 
permission  to  revise  and  extend  her  re¬ 
marks  and  also  to  extend  her  remarks 
at  the  close  of  debate  on  the  bill.) 

Mr.  HARRIS.  Mr.  Speaker,  I  yield 
such  time  as  he  may  require  to  the  gen¬ 
tleman  from  Michigan  l  Mr.  Dingell],  a 
member  of  the  committee. 

Mr.  DINGELL.  Mr.  Speaker,  I  thank 
the  distinguished  chairman  of  the  com¬ 
mittee  for  this  opportunity  to  speak  on 
this  particularly  important  piece  of  leg¬ 
islation.  . 

Mr.  Speaker,  my  reason  for  rising  at 
this  time  was  to  pay  tribute  to  the  Com¬ 
mittee  on  Interstate  and  Foreign  Com¬ 
merce  for  the  splendid  job  they  have 
done  in  bringing  this  bill  before  the 
House.  I  did  not  want  to  let  this  op¬ 
portunity  pass  without  also  paying  trib¬ 
ute  to  the  distinguished  gentleman 
from  New  York  [Mr.  Delaney]  for  his 
help  and  assistance  to  the  committee  in 
bringing  this  piece  of  legislation  to  the 
floor.  I  am  sure  that  every  Member  of 
this  House  of  Representatives  will  be 
well  satisfied  with  the  product  of  today’s 
work  on  this  particular  bill  since  this 
bill  for  the  first  time  offers  real  and 
complete  protection  to  the  American 
people  so  far  as  additives  to  foods  are 
concerned. 

(Mr.  DINGELL  asked  and  was  given 
permission  to  revise  and  extend  his  re¬ 
marks.) 

Mr.  O’HARA  of  Minnesota.  Mr. 
Speaker,  I  yield  such  time  as  he  may 
require  to  the  gentleman  from  Wash¬ 
ington  [Mr.  ToliefsonI. 

Mr.  TOLLEFSON.  Mr.  Speaker,  I 
want  to  commend  the  committee  for 
giving  study  to  the  subject  matter  of 
this  bill  and  for  bringing  the  bill  to 
the  floor.  As  several  speakers  have  al¬ 
ready  said,  this  is  a  step  in  the  right 
direction.  A  great  many  people  in  my 
congressional  district  have  written  to  me 
expressing  their  concern  over  the  prob¬ 
lem  with  which  the  bill  seeks  to  deal. 


I  trust  that  the  House  will  approve 
the  bill. 

(Mr.  TOLLEFSON  asked  and  was 
given  permission  to  revise  and  extend 
his  remarks.) 

Mr.  O’HARA  of  Minnesota.  Mr. 
Speaker,  I  yield  myself  1  minute,  and  I 
yield  to  the  gentleman  from  Nebraska 
[Mr.  MillerI. 

Mr.  MILLER  of  Nebraska.  Mr. 
Speaker,  I  wanted  to  ask  the  chairman 
of  the  committee  about  this  carcino¬ 
genic  amendment.  I  do  not  find  it  in 
the  bill.  Is  it  to  be  offered  as  a  com¬ 
mittee  amendment? 

Mr.  HARRIS.  I  will  say  to  the  dis¬ 
tinguished  gentleman  that  it  is  offered 
as  a  committee  amendment. 

Mr.  MILLER  of  Nebraska.  I  have  not 
seen  the  amendment  yet. 

Mr.  HARRIS.  I  should  be  glad  to 
read  it,  if  the  gentleman  wishes. 

Mr.  MILLER  of  Nebraska,  I  think  it  is 
a  rather  unusual  amendment  to  be 
offered  in  a  bill  of  this  type.  Does  the 
gentleman  include  cigarettes,  which  we 
know  are  carcinogenic? 

Mr.  HARRIS.  I  should  be  glad  to 
read  the  amendment.  It  is  at  page  24, 
line  16,  as  follows: 

Page  24,  line  16,  before  the  semicolon  in¬ 
sert  the  following:  “ Provided ,  That  no  addi¬ 
tive  shall  be  deemed  to  be  safe  if  it  is  found 
to  induce  cancer  when  ingested  by  man  or 
animal,  or  if  it  is  found,  after  tests  which 
are  appropriate  for  the  evaluation  of  the 
safety  of  food  additives,  to  induce  cancer  in 
man  or  animal.” 

Mr.  MILLER  of  Nebraska.  If  the 
gentleman  will  yield  further,  it  seems  to 
me  that  no  one  would  object  to  an 
amendment  which  has  for  its  purpo.se  to 
prevent  cancer.  But  it  certainly  has  no 
place  in  this  bill,  because  it  would  be 
impossible  to  administer.  I  should 
think  the  Food  and  Drug  Administra¬ 
tion  would  be  very  much  opposed  to  it. 
If  we  are  going  to  have  this  kind  of 
amendment,  then  we  ought  to  include 
cigarettes,  which  we  know  are  a  cause 
of  cancer  of  the  lungs. 

Mr.  HARRIS.  I  would  say  to  the  gen¬ 
tleman  that  the  Food  and  Drag  Admin¬ 
istration  has  no  objection  to  this  amend¬ 
ment. 

Mr.  MILLER  of  Nebraska,  I  am  sure 
they  will  not  do  anything  about  enforc¬ 
ing  it,  because  it  is  impossible  to  en¬ 
force;  that  is,  to  determine  what  foods, 
if  any,  would  produce  any  carcinogenic 
tendencies  in  human  beings. 

Mr.  HARRIS.  That  is  the  gentleman’s 
conclusion.  I  am  sure  if  there  is  any 
difficulty  with  this  amendment,  realizing 
the  importance  of  it  in  connection  with 
the  administration  of  it,  we  will  be  re¬ 
quested  by  the  Food  and  Drug  Admin¬ 
istration  to  make  further  clarification. 

Mr.  O'HARA  of  Minnesota.  Mr. 
Speaker,  I  yield  myself  5  minutes. 

Mr.  Speaker,  I  have  had  a  good  deal  of 
interest  in  the  subject  of  legislation  per¬ 
taining  to  chemical  additives.  As  a  mat¬ 
ter  of  fact,  over  the  last  four  Congresses 
I  have  introduced  bills  pertaining  to  this 
subject,  which  were  suggested  by  some 
of  the  finest  food  manufacturers  in  the 
country.  They  have  been  concerned 
about  it  themselves.  In  the  83d  and  84th 
Congresses  the  late  Percy  Priest,  for¬ 
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mer  chairman  of  our  committee,  and  I, 
were  authors  of  companion  bills  dealing 
with  this  subject. 

This  bill  is  helpful  in  the  problem  of 
dealing  with  chemical  additives  in  food. 
There  have  been  a  great  deal  of  hysteria 
stirred  up  by  some  people  on  this  sub¬ 
ject.  I  think  the  bill  could  have  been 
much  worse  than  it  is  and  I  think  it 
could  have  been  a  better  bill.  I  am  sup¬ 
porting  it,  but  I  do  not  want  to  hold  it 
out  as  being  the  answer  to  everything 
that  some  might  think  it  would  be. 

Mr.  DINGELL.  Mr.  Speaker,  will  the 
gentleman  yield? 

Mr.  O'HARA  of  Minnesota.  I  yield  to 
the  gentleman  from  Michigan. 

Mr.  DINGELL.  I  should  like  to  clarify 
one  thing  a  Member  on  that  side  of  the 
aisle  said  a  moment  ago.  The  gentle¬ 
man  from  Nebraska  [Mr.  Miller]  said 
that  the  feature  dealing  with  carcinoma 
in  this  bill  is  impossible  to  administer. 
I  am  very  much  surprised  to  have  a 
medical  doctor  make  a  statement  like 
that.  That  particular  amendment  not 
only  has  the  approval  of  the  Food  and 
Drug  Administration  but  it  was  offered 
to  them  for  their  approval  and  it  has 
their  full  and  express  approval. 

We  know  enough  now  about  cancer- 
producing  substances  to  know  at  this 
particular  time  that  there  are  substances 
that  will  produce  cancer  within  the 
bodies  of  test  animals  and  of  human 
beings. 

Mr.  O’HARA  of  Minnesota,  I  should 
like  to  yield  further  to  the  gentleman 
but  first  I  want  to  finish  my  statement, 

Mr.  DINGELL.  I  hope  the  gentleman 
will  yield  to  me  later. 

Mr.  O’HARA  of  Minnesota.  I  am  sure 
the  gentleman  on  the  other  side  will  yield 
some  time  to  the  gentleman  from 
Michigan. 

Mr.  MILLER  of  Nebraska.  Mr.  Speak¬ 
er,,  will  the  gentleman  yield? 

Mr.  O’HARA  of  Minnesota,  I  yield. 

Mr.  MILLER  of  Nebraska.  May  I  say 
to  the  gentleman  that  if  he  has  any  evi¬ 
dence  of  any  food  or  anything  else  that 
causes  a  carcinogenic  condition  in  human 
beings  he  ought  to  get  that  evidence  be¬ 
fore  the  Food  and  Drug  Administration. 
We  had  no  evidence  before  our  committee 
that  any  foods  had  carcinogenic  tend¬ 
encies.  Certainly  we  know  something 
about  cigarettes  being  carcinogenic. 
This  amendment  will  not  prove  anything 
about  whether  in  the  gentleman  or  me  or 
anybody  else  it  would  cause  cancer. 

Mr.  O’HARA  of  Minnesota.  Our  sub¬ 
committee  had  before  it  a  distinguished 
panel  of  the  outstanding  cancer  experts 
of  the  United  States.  Certainly  they  did 
not  go  as  far  as  some  of  the  statements 
made  here,  or  in  the  newspapers,  as  to 
what  was  a  cancer-producing  food. 
Personally  I  agree  with  the  gentleman 
from  Nebraska  that  this  is  an  unfor¬ 
tunate  amendment.  I  voted  against  it 
in  the  committee  when  it  was  offered.  I 
do  not  think  it  has  any  place  in  this 
bill.  However,  it  was  adopted  by  a  ma¬ 
jority  of  the  committee,  and  of  course  a 
majority  is  all  that  is  necessary  to  adopt 
it.  I  think  it  is  the  type  of  amendment 
that  it  is  unfortunate  to  have  go  into  a 
bill  of  this  type,  because  it  emphasizes, 
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for  purposes  which  I  do  not  quite  under¬ 
stand,  certain  disease.  I  think  there 
are  a  lot  of  other  diseases  about  which 
some  language  could  have  been  used  re¬ 
lating  to  various  types  of  diseases,  but 
I  do  not  think  it  would  have  been  neces¬ 
sarily  helpful. 

Mr.  HARRIS.  Mr.  Speaker,  will  the 
gentleman  yield? 

Mr.  O’HARA  of  Minnesota.  I  yield  to 
the  gentleman  from  Arkansas. 

Mr.  HARRIS.  I  appreciate  the  atti¬ 
tude  of  the  gentleman  and  certainly 
understand  from  our  discussions  in  the 
committee  regarding  this  important  leg¬ 
islation  his  feeling  about  it.  I  am  sure 
the  gentleman  will  agree  that  we  made 
an  effort  to  work  out  this  bill  to  get  it  as 
satisfactory  as  possible. 

Mr.  O'HARA  of  Minnesota.  I  under¬ 
stand  the  situation  fully,  and  why  the 
amendment  was  agreed  to. 

Mr.  HARRIS.  For  that  reason,  this 
amendment  was  offered  and  was  adopted. 

May  I  say  that  the  Food  and  Drug 
Administration  had  no  objection  to  the 
amendment.  I  have  a  letter  to  the  com¬ 
mittee  from  the  Food  and  Drug  Admin¬ 
istration  stating  that  it  approves  this 
amendment  to  the  bill. 

Mr.  O’HARA  of  Minnesota.  Mr. 
Speaker,  I  yield  2  minutes  to  the  gentle¬ 
man  from  California  [Mr.  McDonough!. 

Mr.  McDonough.  Mr.  Speaker,  I 
was  a  member  of  the  Delaney  committee 
which  held  numerous  hearings  on  this 
subject  in  various  parts  of  the  United 
States.  Although  this  legislation  is 
necessary  in  order  to  protect  the  public, 
in  my  opinion,  it  is  not  as  positive  nor  as 
strong  as  it  should  be  on  the  basis  of  our 
hearings  and  the  information  that  we 
obtained  from  witnesses.  It  is  necessary 
largely  because  of  the  increase  in  the 
number  of  vendors  and  the  competition 
between  the  various  vendors  of  foods 
with  added  chemical  additives  to  make 
the  foods  look  better  but  which  some¬ 
times  reduces  the  protein  value  and  the 
nutritive  value  of  the  food.  It  is  unfor¬ 
tunate  that  we  have  to  have  such  legisla¬ 
tion  as  this,  but  we  have  found  it  is 
necessary.  Great  volumes  of  food  are 
turned  out.  All  kinds  of  food  is  pro¬ 
duced  in  ways  to  make  it  more  attractive 
and  to  make  it  easier  to  bake  cakes  and 
to  make  it  easier  to  bake  pies  and  to  make 
it  easier  to  keep  bread  from  molding  on 
the  shelves  and  so  on,  but  with  very  lit¬ 
tle  thought  in  many  instances  given  to 
the  effect  these  chemicals  have  on  the 
nutritive  value  of  the  food.  I  favor  this 
legislation  as  one  means  of  protecting  the 
public  because  I  think  that  many  of  these 
chemicals  are  very  dangerous  in  many 
instances  and  may  be  harmful  to  the 
health  of  many  people  throughout  the 
Nation.  These  additives  should  be  pre¬ 
tested  before  they  are  used.  I  trust, 
however,  that  the  Committee  on  Inter¬ 
state  and  Foreign  Commerce  will  give 
further  study  and  consideration  to  chem¬ 
ical  additives  to  food  and  propose  addi¬ 
tional  legislation  to  control  the  use  of 
dangerous  and  deleterious  chemicals 
which  could  and  may  be  the  source  of  in¬ 
fectious  and  contagious  disease.  The 
public  health  must  be  protected.  Some 
of  the  cases  that  the  Delaney  commit¬ 
tee  heard  testimony  about  from  compe¬ 


tent  witnesses  created  doubt  as  to 
whether  the  use  of  these  chemical  addi¬ 
tives  in  food  did  or  did  not  create  favor¬ 
able  conditions  for  the  development  of 
cancerous  growth  and  other  noxious 
diseases. 

The  following  parts  of  the  committee 
report  on  H.  R.  13254  will  give  its  pur¬ 
pose,  history,  and  powerful  provisions: 

Purposes  of  Legislation 

The  purpose  of  the  legislation  is  twofold: 

1.  To  protect  the  health  of  consumers  by 
requiring  manufacturers  of  food  additives 
and  food  processors  to  pretest  any  poten¬ 
tially  unsafe  substances  which  are  to  be 
added  to  food;  and 

2.  To  advance  food  technology  by  per¬ 
mitting  the  use  of  food  additives  at  safe 
levels. 

Existing  law  bars  the  use,  even  at  safe 
levels,  of  additives  which  are  poisonous  or 
deleterious  unless  their  use  is  required  in 
production  or  cannot  be  avoided  by  good 
manufacturing  practice.  The  Federal  Gov¬ 
ernment  in  order  to  prevent  the  use  of  an 
additive  must  prove  that  it  is  a  poisonous 
or  deleterious  substance.  The  law  thus 
gives  rise  to  a  dual  problem.  On  the  one 
hand,  to  prove  an  untested  substance  poi¬ 
sonous  or  deleterious  may  require  approxi¬ 
mately  2  years  or  more  of  laboratory  experi¬ 
ments  with  small  animals  and  during  this 
period  the  Government  cannot  prevent  the 
use  of  such  a  substance  in  food.  On  the 
other  hand,  present  law  entirely  prohibits 
the  use  of  these  additives  even  if  their  use 
at  safe  levels  would  advance  our  food  tech¬ 
nology  and  increase  and  improve  our  food 
supplies. 

The  Food  and  Drug  Administration  has 
pointed  out  the  dangers  to  the  public 
health  resulting  from  the  failure  of  the 
present  law  to  require  pretesting  of  food 
additives.  On  the  other  hand  that  agency 
agrees  that  the  present  law  should  be 
changed  to  permit  the  use  of  additives  at 
safe  levels  in  order  to  advance  our  food 
technology. 

While  the  responsible  elements  of  the  af¬ 
fected  industries  traditionally  have  volun¬ 
tarily  undertaken  to  pretest  food  additives 
they  are  willing  to  assume  this  responsi¬ 
bility  under  a  statutory  mandate.  Thus, 
those  elements  of  the 'industry  which  in  the 
past  have  used  harmful  additives  or  addi¬ 
tives  of  unknown  toxicity  without  pretest¬ 
ing  will  in  the  future  under  this  legislation 
be  required  to  assume  the  same  duties  as 
the  responsible  elements  have  heretofore 
voluntarily  assumed. 

Although  there  has  been  complete  agree¬ 
ment  as  to  the  need  for  this  legislation, 
there  have  been  differences  between  the 
Food  and  Drug  Administration  and  the  af¬ 
fected  industries  with  respect  to  procedures 
to  be  followed  in  determining  the  safety 
of  an  additive  and  the  method  of  judicial 
review  of  such  a  determination.  With  respect 
to  these-  controversial  procedural  questions, 
the  committee  feels  the  proposed  legislation 
steers  a  course  which  satisfies  both  the 
need  for  protecting  the  public  health  and 
the  legitimate  interests  of  industry  and 
Government  in  fair  procedures. 

HISTORY  OF  LEGISLATION 

During  the  81st  Congress,  a  Select  Com¬ 
mittee  To  Investigate  the  Use  of  Chemicals 
in  foods  and  Cosmetics  (better  known  as 
the  Delaney  committee,  named  after  its 
chairman,  Congressman  James  J.  Delaney) 
was  created  in  the  House  of  Representatives 
to  study  the  need  to  amend  the  present 
Federal  Food,  Drug,  and  Cosmetic  Act  in  this 
respect.  After  extended  hearings,  the  com¬ 
mittee  on  June  30,  1952,  filed  a  report  (H. 
Rept.  No.  2356,  82d  Cong.,  2d  sess.)  urging 
amending  the  present  law  so  that  chemicals 
employed  in  or  on  foods  would  be  subjected 
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to  substantially  the  same  safety  require¬ 
ments  as  exist  in  the  law  for  new  drugs. 

Bills  to  accomplish  the  objectives  of  the 
report  were  introduced  by  Congressman 
Delaney  and  referred  to  this  committee 
during  the  83d  Congress  and  subsequent 
Congresses,  and  other  Members  of  Congress 
introduced  numerous  bills  differing  from 
the  prototype  bills  primarily  with  respect 
to  agency  procedure  and  judicial  review. 

During  the  83d  Congress,  the  committee 
held  hearings  and  reported  favorably  related 
legislation  providing  for  the  pretesting  of, 
and  the  establishment  of  safe  tolerances  for, 
pesticide  chemicals.  This  bill  was  enacted 
into  law  (Public  Law  518,  83d  Cong.). 

During  the  2d  session  of  the  84th  Con¬ 
gress,  the  Subcommittee  on  Health  and 
Science,  under  the  chairmanship  of  the  late 
full  committee  chairman,  J.  Percy  Priest, 
held  5  days  of  hearings  on  10  bills  dealing 
with  chemical  additives  in  and  on  food. 
The  hearings  indicated  basic  agreement  with' 
regard  to  the  need  for  chemical  additive 
legislation,  but  also  considerable  disagree¬ 
ment  with  regard  to  the  agency  and  judicial 
review  procedures  to  be  followed  in  deter¬ 
mining  the  safety  of  chemical  additives. 
This  disagreement  was  not  resolved,  and  no 
chemical  additive  legislation  was  enacted 
during  the  84th  Congress. 

During  the  85th  Congress,  the  Subcommit¬ 
tee  on  Health  and  Science  held  11  days  of  | 
hearings  on  9  bills.  The  hearings  included  1 
2  days  of  testimony  by  a  panel  of  outstand¬ 
ing  scientists  and  experts  selected  by  the 
National  Academy  of  Sciences  at  the  request 
of  the  subcommittee,  to  give  the  subcom¬ 
mittee  the  scientific  background  with  regard 
to  the  testing  and  evaluating  of  the  safety 
of  chemical  additives.  The  subcommittee 
also  heard  witnesses  from  industry,  labor, 
and  consumer  organizations,  representa¬ 
tives  from  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare,  including  those  from 
the  Food  and  Drug  Administration,  and  the 
chief  judge  of  the  third  judicial  circuit  ap¬ 
pearing  on  behalf  of  the  Judicial  Conference 
of  the  United  States. 

As  a  result  of  the  hearings  and  after  con¬ 
sideration  of  the  various  bills,  the  chairman 
of  the  subcommittee.  Congressman  John 
Bell  Williams  of  Mississippi,  introduced  a 
clean  bill  (H.  R.  13254)  which  was  reported 
unanimously  by  the  subcommittee  to  the 
full  committee. 

The  full  committee  unanimously  reported 
the  bill  with  one  amendment  which  strikes 
out  all  after  the  enacting  clause  and  inserts 
in  place  of  the  introduced  bill  a  substitute.  I 
The  principal  difference  between  the  pro-  ' 
posed  committee  amendment  and  the  intro¬ 
duced  bill  is  the  elimination  of  the  provi¬ 
sions  in  the  introduced  bill  relating  to  sci¬ 
entific  advisory  committees.  The  remaining 
differences  are  the  result  of  clerical,  techni¬ 
cal,  and  clarifying  changes. 

PRINCIPAL  PROVISIONS  OF  LEGISLATION 

Substajices- covered  by  legislation 

Pretesting  is  required  under  this  legisla¬ 
tion  only  with  respect  to  those  food  addi¬ 
tives  which  are  not  generally  recognized 
among  competent  experts  as  having  been 
adequately  shown  to  be  safe  under  the  con¬ 
ditions  of  their  intended  use.  An  additive 
may  be  shown  to  be  safe  either  by  means  of 
scientific  procedures  (including  a  review  of 
the  existing  scientific  literature)  or,  in  the 
case  of  substances  in  use  prior  to  January  1, 
1958,  also  by  means  of  experience  based  on 
common  use  in  food. 

The  legislation  covers  substances  which 
are  added  intentionally  to  food.  These  addi¬ 
tives  are  generally  referred  to  as  intentional 
additives.  v 

The  legislation  also  covers  substances 
which  may  reasonably  be  expected  to  become 
a  component  of  any  food  or  to  affect  the  char¬ 
acteristics  of  any  food.  These  substances  are 
generally  referred  to  as  Incidental  additives. 
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The  principal  examples  of  both  intentional 
and  incidental  additives  are  substances  in¬ 
tended  for  use  in  producing,  manufacturing, 
packing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food. 

On  the  other  hand,  substances  which  may 
accidentally  get  into  a  food,  as  for  example, 
paints  or  cleaning  solutions  used  in  food¬ 
processing  plants,  are  not  covered  by  the 
legislation.  These  additives  are  generally 
referred  to  as  accidental  additives,  since 
these  substances  if  properly  used  may  not 
reasonably  be  expected  to  become  a  com¬ 
ponent  of  a  food  or  otherwise  to  affect  the 
characteristics  of  a  food.  If  accidental  addi¬ 
tives  do  get  into  food,  the  provisions  of  the 
Food,  Drug,  and  Cosmetic  Act  dealing  with 
poisonous  and  deleterious  substances  would 
be  applicable. 

Sources  of  radiation  ( including  radioactive 
isotopes,  particle  accelerators  and  X-ray 
machines)  intended  for  use  in  processing 
food  are  included  in  the  term  food  additive 
as  defined  in  this  legislation. 

Exempted  from  the  scope  of  the  legislation 
are  (1)  pesticide  chemicals  in  or  on  raw 
agricultural  commodities  which  are  already 
covered  by  the  pesticide  chemicals  amend¬ 
ment  to  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (Public  Law  518,  83d  Cong.) ;  (2)  residues 
of  pesticide  chemicals  unavoidably  remain¬ 
ing  on  processed  foods  not  in  excess  of  toler¬ 
ances  prescribed  by  Food  and  Drug  Adminis¬ 
tration  for  raw  agricultural  commodities; 
and  (3)  substances  already  approved  under 
the  provisions  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  or  the  Meat  Inspection  Act  of 
March  4,  1907. 

The  Secretary  is  given  authority  by  this 
legislation  to  exempt  by  regulation  food  ad- 
ditiyes  for  investigational  use  by  qualified 
experts  when  consistent  with  the  public 
health. 

Regulation  to  establish  safety 

A  regulation  prescribing  the  conditions 
under  which  an  additive  may  be  safely  used 
may  be  issued  by  the  Secretary  of  Health, 
Education,  and  Welfare  either  on  the  basis  of 
a  petition  filed  by  any  person  (ordinarily 
the  manufacturer  of  the  additive)  or  on  the 
Secretary’s  own  initiative. 

The  petition  would  set  forth  the  name  and 
all  pertinent  information  concerning  the 
additive,  including,  where  available,  its 
chemical  identity  and  composition;  full  re¬ 
ports  of  scientific  investigations  of  safety 
for  use;  the  conditions  of  the  proposed  use 
of  such  additive;  relevant  data  bearing  on 
the  physical  or  other  technical  effect  such 
additive  is  intended  to  produce;  the  quantity 
required  to  produce  such  effect;  when  re¬ 
quested  by  the  Secretary,  the  methods  used 
to  produce  the  additive;  and  a  description  of 
practical  methods  to  determine  the  quantity 
of  such  additive  left  in  or  on  food  because 
of  its  use. 

Trade  secrets  supplied  to  the  Secretary 
would  be  protected  under  this  legislation 
from  unauthorized  disclosure  by  depart¬ 
mental  personnel. 

The  Secretary  would  either,  by  order,  es¬ 
tablish  a  regulation  prescribing  the  condi¬ 
tions  under  which  such  additive  may  be 
safely  used,  or  he  would,  by  order,  deny  the 
petition  and  notify  the  petitioner  of  the  rea¬ 
sons  for  such  action.  Such  orders  would  be 
issued  within  90  days  after  the  date  of  filing 
of  the  petition  unless  the  Secretary,  by  writ¬ 
ten  notice  to  the  petitioner,  extends  such 
period  for  not  more  than  an  additional  90 
days  to  enable  him  to  study  the  petition. 

Concept  of  safety 

The  concept  of  safety  used  in  this  legisla¬ 
tion  involves  the  question  of  whether  a  sub¬ 
stance  is  hazardous  to  the  health  of  man  or 
animal.  Safety  requires  proof  of  a  reason¬ 
able  certainty  that  no  harm  will  result  from 
the  proposed  use  of  an  additive.  It  does 
not — and  cannot — require  proof  beyond  any 


possible  doubt  that  no  harm  will  result  un¬ 
der  any  conceivable  circumstance. 

This  was  emphasized  particularly  by  the 
scientific  panel  which  testified  before  the 
subcommittee.  Tire  scientists  pointed  out 
that  it  is  impossible  in  the  present  state  of 
scientific  knowledge  to  establish  with  com¬ 
plete  certainty  the  absolute  harmlessness  of 
any  chemical  substance. 

In  determining  the  safety  of  an  additive, 
scientists  must  take  into  consideration  the 
cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals  over  their  respective 
life  spans  together  with  any  chemically  or 
pharmacologically  related  substances  in  such 
diet.  Thus,  the  safety  of  a  given  additive  in¬ 
volves  informed  judgments  based  on  edu¬ 
cated  estimates  by  scientists  and  experts  of 
the  anticipated  ingestion  of  an  additive  by 
man  and  animals  under  likely  patterns  of 
use. 

Reasonable  certainty  determined  in  this 
fashion  that  an  additive  will  be  safe,  will 
protect  the  public  health  from  harm  and  will 
permit  sound  progress  in  food  technology. 

The  legislation  adopts  this  concept  of 
safety  by  requiring  the  Secretary  to  consider 
in  addition  to  information  with  regard  to  the 
specific  additive  in  question,  among  others, 
the  following  relevant  factors :  (1)  the  prob~ 
able  consumption  of  the  additive  and  of  any 
substance  formed  in  or  on  food  because  of 
the  use  of  such  additive;  (2)  the  cumulative 
effect  of  such  additive  in  the  diet  of  man  or 
animals,  taking  into  account  any  chemi¬ 
cally  or  pharmacologically  related  substances 
in  such  diet;  and  (3)  safety  factors  which 
qualified  experts  consider  appropriate  for 
the  use  of  animal  experimentation  data. 

In  determining  the  safety  of  an  additive, 
the  Secretary  would  have  to  consider  not  only 
the  food  to  which  the  additive  is  directly 
added,  but  also  other  foods  derived  from 
such  foods.  For  example,  in  evaluating  the 
safety  of  an  additive  for  poultry  feed,  the 
Secretary  would  have  to  consider  any  resi¬ 
dues  that  might  appear  in  eggs  produced  by 
the  poultry.  Similarly,  in  determining  the 
safety  of  additive-treated  cattle  feed,  account 
would  have  to  be  taken  of  residues  of  the 
additive  in  the  milk  or  edible  flesh  of  the 
animal. 

Since  the  scientific  investigation  and  the 
other  relevant  data  to  be  taken  into  con¬ 
sideration  by  the  Secretary  include  informa¬ 
tion  with  respect  to  possible  cancer  causing 
characteristics  of  a  proposed  additive,  the 
public  will  be  protected  from  possible  harm 
on  this  count. 

I  urge  a  favorable  vote  on  this  bill. 

Mrs.  SULLIVAN.  Mr.  Speaker,  after 
all  of  the  effort  which  a  number  of  us 
in  the  House  have  put  into  the  legisla¬ 
tive  drive  to  enact  a  law  to  control  the 
use  of  unproved  and  doubtful  chemical 
additives  in  food,  I  have  no  intention  of 
attacking  or  denouncing  this  bill.  It 
represents  our  only  chance  of  getting  a 
law  through  in  this  term  of  Congress. 
It  is  far  better  than  the  present  law  on 
the  subject.  Therefore,  I  will  support  it. 

But  at  the  same  time  I  cannot  pre¬ 
tend  that  I  think  the  bill  is  adequate. 
It  can  be  the  means  to  keep  manufac¬ 
turers  of  processed  foods  from  introduc¬ 
ing  new  chemicals  without  adequate  pre¬ 
testing  to  assure  their  safety.  It  can  en¬ 
able  the  Food  and  Drug  Administration 
to  require  manufacturers  to  do  a  thor¬ 
ough  job  of  pretesting  of  proposed  new 
additives. 

extended  grace  period  for  additives  now 

IN  USE 

But  for  those  additives  now  in  use, 
including  scores  and  perhaps  as  many 
as  150  of  them  which  are  not  definitely 


known  to  be  safe,  this  bill  leans  over 
backward  to  allow  every  possible  con¬ 
sideration  for  the  manufacturers  and 
users  of  those  chemicals.  For  the  next 
year  and  a  half,  at  least,  it  will  continue 
to  be  the  responsibility  of  the  Food  and 
Drug  Administration  to  prove  any  of 
these  presently-in-use  additives  to  be 
unsafe  in  order  to  have  them  eliminated 
from  processed  foods.  This  grace  period 
in  behalf  of  chemicals  now  in  use  could 
be  extended  as  long  as  21/2  years  from 
now. 

After  that  period  ends,  whether  it  is 
18  months  or  30  months,  depending  upon 
the  decision  of  the  Secretary  of  Health, 
Education,  and  Welfare,  the  Food  and 
Drug  Administration  can  then,  as  I  un¬ 
derstand  the  bill,  require  that  manufac¬ 
turers  produce  proof  of  the  safety  of 
additives  now  in  use,  except,  of  course, 
for  any  substances  which  over  the  years 
have  been  clearly  demonstrated  by  long 
use  to  be  completely  safe. 

FURTHER  DELAYS  SHOULD  NOT  BE  PERMITTED  IN 
FUTURE 

I  can  understand  the  technical  difficul¬ 
ties  of  forcing  all  manufacturers  of  food 
items  to  begin  the  day  after  tomorrow,  or 
even  next  January,  to  come  in  imme¬ 
diately  with  convincing  scientific  proof 
of  the  safety  of  all  of  the  chemical  addi¬ 
tives  they  are  now  using.  At  the  same 
time,  experience  has  shown  us  that  an 
extended  grace  period  in  any  legislation 
affecting  a  long  overdue  reform  in  exist¬ 
ing  practices  almost  always  seems  to  lead 
to  additional  moratoriums  and  delays 
and  there  always  seems  to  be  a  good 
reason  for  allowing  the  industry  affected 
more  and  more  time  in  which  to  comply 
with  the  law. 

I  sincerely  hope  that  does  not  happen 
in  this  instance.  I  shall  certainly  do 
everything  I  can  to  prevent  it  from  hap¬ 
pening.  I  urge  that  the  food  industry 
start  at  once  to  test  and  retest  any 
doubtful  additives  now  in  use  as  a  prel¬ 
ude  to  the  kind  of  crackdown  this  pro¬ 
posed  law  eventually  should  accomplish. 

NO  “GRANDFATHER”  CLAUSE  INTENDED 

Much  of  the  food  industry  is  on  record 
in  behalf  of  legislation  of  this  general 
nature,  and  so  here  will  be  a  good  op¬ 
portunity  for  the  firms  involved  to  prove 
their  good  faith,  and  to  show  that  Con¬ 
gress  has  not  made  a  grievous  mistake  by 
allowing  this  extended  transition  period 
for  compliance  in  connection  with  addi¬ 
tives  now  in  use. 

Otherwise,  we  can  only  believe  that 
the  support  for  additives  control  legis¬ 
lation  from  some  segments  of  the  food 
industry  was  based  on  an  attempt  to 
cover  in  and  protect  all  existing  addi¬ 
tives  through  the  legal  device  of  a 
“grandfather’s”  clause.  I  am  assured 
this  bill  as  written  does  not  provide  such 
a  grandfather’s  clause  and  it  is  on  the 
basis  of  that  assurance  that  I  am  going 
along  with  this  bill — particularly  as  it 
now  includes  the  amendment  worked  out 
with  Congressman  Delaney  to  provide  a 
definite  prohibition  against  the  use  of 
any  cancer-inducing  substance. 

CONGRESSMAN  DELANEY  HAS  LED  FIGHT  FOR 
STRONG  LEGISLATION 

While  this  bill  does  not  bear  his  name, 
and  while  I  have  no  intention  of  dispar- 


16026 


CONGRESSIONAL  RECORD  — HOUSE 


August  13 


aging  the  hard  work  and  the  conscien¬ 
tious  work  of  other  Members  of  the 
House  who  have  had  important  roles 
in  the  shaping  of  this  legislation,  I  think 
it  only  fair  to  say  that  to  the  extent  that 
this  bill  will  really  solve  the  problems- 
of  controlling  food  additives,  the  credit 
largely  must  go  to  the  gentleman  from 
New  York  [Mr.  Delaney].  It  was  his 
select  committee  some  years  ago  which 
brought  to  the  attention  of  the  House 
and  of  the  country,  as  a  whole,  the  des¬ 
perate  need  for  legislation  in  this  field. 
He  has  worked  untiringly  for  such  leg¬ 
islation  for  8  years. 

I  have  been  proud  to  cosponsor  Mr. 
Delaney’s  strong  legislative  proposals  in 
this  field. 

IMPERATIVE  NEED  FOR  ADEQUATE  APPROPRIATIONS 

Mr.  Speaker,  I  would  like  to  make  one 
further  comment  on  the  bill  before  us. 

I  mentioned  the  transition  or  grace 
period  on  additives  now  in  use.  In  that 
connection,  I  would  like  to  impress  upon 
the  Eisenhower  administration,  and  par¬ 
ticularly  the  Bureau  of  the  Budget,  the 
overriding  need  for  adequate  appropria¬ 
tions  for  the  Food  and  Drug  Administra¬ 
tion.  The  administration  has  been 
starving  out  that  important  agency.  We 
in  the  Congress  have  had  to  force  money 
upon  the  President,  you  might  say,  in 
order  to  provide  even  a  less-than-ade- 
quate  budget  for  the  Food  and  Drug 
Administration.  The  Eisenhower  ad¬ 
ministration’s  record  on  Food  and  Drug 
appropriations  has  been  shamefully  bad. 
I  have  called  that  fact  to  the  attention 
of  the  House  many  times. 

Under  this  bill,  new  additives  will  have 
to  be  pretested.  This  may  provide  addi¬ 
tional  responsibilities  and  duties  for  the 
Food  and  Drug  Administration  and  I 
sincerely  hope  the  Budget  Bureau  makes 
sure  they  have  adequate  funds  for  that 
phase  of  the  work. 

RESEARCH  ON  EXISTING  ADDITIVES  MUST  NOT  BE 
SHELVED 

But  even  more  important  is  the  need 
for  funds  to  continue  research  and  study 
on  those  additives  now  in  use — those 
which  can  be  used  for  the  next  18  months 
or  30  months  unless  and  until  FDA  can 
prove  them  harmful. 

The  point  I  want  to  make  as  vigorously 
as  I  can  in  that  connection  is  this :  There 
must  be  no  let-up,  no  shrugging  off  of 
responsibility  by  the  Food  and  Drug  Ad¬ 
ministration  in  analyzing  and  studying 
additives  now  in  use,  just  because  this 
bill  will  eventually — in  18  months  or  30 
months — provide  machinery  under  which 
the  manufacturers  must  prove  them  safe. 

If  there  is  any  doubt  about  any  addi¬ 
tive  now  in  use,  the  FDA  should  go  after 
it  vigorously.  Money  must  be  provided 
for  that  purpose.  The  Budget  Bureau 
should  not  take  the  position  that  we  can 
wait  18  months  or  30  months  for  indus¬ 
try  to  prove  these  partciular  additives 
are  safe  or  lose  the  right  to  use  them. 
Too  many  Americans  can  be  poisoned  in 
the  meantime  by  additives  which  may 
be  found  to  be  harmful. 

NEXT  objective:  safety  of  cosmetics 

Mr.  Speaker,  I  am  pleased  that  we  are 
finally  passing  a  bill  on  chemical  addi¬ 
tives  in  food  after  all  of  these  years  of 
effort.  I  wish  it  were  a  better  bill.  But 
it  can  accomplish  a  great  deal  of  good 


if  it  is  enacted  into  law.  I  congratulate 
all  of  those  Members  who  have  had  a 
part  in  shaping  the  bill,  and  I  sincerely 
hope  the  Senate  will  have  an  opportunity 
to  act  on  the  legislation  so  that  a  bill 
can  be  sent  to  the  White  House. 

I  now  serve  notice,  Mr.  Speaker,  that  I 
intend  to  do  everything  I  can  beginning 
at  the  start  of  the  next  session  of  Con¬ 
gress  to  enact  similar  legislation  dealing 
with  the  safety  of  materials  and  chemi¬ 
cals  used  in  cosmetics.  I  hope  it  does  not 
take  as  long  on  that  as  it  has  taken  to 
get  action  on  the  food  additives.  The 
problem  is  much  the  same  and  the  solu¬ 
tion  also  is  much  the  same — that  is,  leg¬ 
islation  to  require  the  manufacturers  to 
prove  the  safety  of  the  chemicals  they 
use  rather  than  to  force  the  Government 
to  prove  the  chemicals  to  be  unsafe^- 

The  SPEAKER.  The  question  is:  Will 
the  House  suspend  the  rules  and  pass  the 
bill,  as  amended? 

The  question  was  taken;  and  (two- 
thirds  having  voted  in  favor  thereof)  the 
rules  were  suspended  and  the  bill  was 
passed. 

A  motion  to  reconsider  was  laid  on  the 
table. 

FARM  LEGISLATION 
[r.  COOLEY  asked  and  was  given 
permission  to  address  the  House  for  I 
minute.) 

Mr.  siPOLEY.  Mr.  Speaker,  I  would 
just  likeSto  announce  that  if  I  am  rec¬ 
ognized  toHiorrow  by  the  Speaker  I  shall 
call  up  the  Bill,  S.  4071,  the  Senate  farm 
bill,  and  willViove  to  suspend  the  rules 
and  pass  the  0U1  with  an  amendment’ 
and  I  ask  at  tms  time,  Mr.  Speakey 
that  I  may  have  tfae  privilege  of  prifl 
ing  it  in  the  Record  so  that  Members 
may  know  just  wh\  the  amendment 
contains. 

The  SPEAKER.  Is  thVe  objection  to 
the  request  of  the  ger\emagr  from 
North  Carolina? 

There  was  no  objection. 

The  matter  referred  to  is  aSVollows: 

Be  it  enacted,  etc..  That  this/ act\aay  be 
cited  as  the  "Agricultural  Act^if  195®^ 
title  i- 

Program  for  1959  ar/d  1960 

Sec.  101.  The  Agricultural  Act  of  1949,  as' 
amended,  is  amended  by  Adding  the  follow¬ 
ing  new  section 

‘‘Sec.  102.  Notwithstanding  any  other 
provisions  of  law — 

"(a)  for  each  of  th6  1959  and  1960  crops 
of  upland  cotton  tly  Secretary  of  Agricul¬ 
ture  is  authorized  am  cl  directed  to  offer  the 
operator  of  each  mrm  for  which  an  allot¬ 
ment  is  established  under  section  344  of  the 
Agricultural  Adjustment  Act  of  1938,  as 
amended,  a  ciicJce  of  (A)  the  farm  acreage 
allotment  determined  pursuant  to,  section 
344  of  the  Agricultural  Adjustment  Act  of 
1938,  as  amended,  and  price  support  de¬ 
termined  pursuant  to  section  101  of  this 
act  (the  amount  of  cotton  estimated  to  be 
produced  prx  the  additional  acres  allotted  to 
producer/ selecting  choice  (B)  for  such  year 
being  ta/en  into  account  in  computing  such 
support^ ,  except  that  for  the  1959  crop  the 
level  Ji  support  shall  be  not  less  than  80 
percept  of  parity,  or  (B)  the  farm  acreage 
allownent  determined  pursuant  to  section 
34 y  of  the  Agricultural  Adjustment  Act  of 
19)58,  as  amended,  increased  by  not  to  exceed 
percent  (such  increased  acreage  allot- 
lent  to  be  the  acreage  allotment  for  the 
(farm,  for  all  purposes)  and  price  support  at  a 


level  which  is  15  percent  of  parity  beloj 
the  level  of  support  established  for  p r£ 
ducers  who  elect  choice  ( A) .  Any  person 
operating  more  than  one  farm,  in  orde/  to 
be  eligible  for  choice  (B),  must  elect  clioice 
(B)  for  all  farms  for  which  he  is  op/ator. 
Not  later  than  January  31  the  S</retary 
shall  determine  and  announce  on  tile  basis 
of  his  estimate  of  the  supply  p/centage 
and  the  parity  price  as  of  the  foll/wing  Au¬ 
gust  1,  the  price  support  level  fo/  producers 
who  elect  choice  (A)  and  choice /B),  respec¬ 
tively  and  such  price  supports  levels  shall 
be  final.  As  soon  as  practica/le  after  such 
announcement,  the  Secretary /hall  cause  the 
operator  (as  shown  on  thar  records  of  the 
county  committee)  of  eachr  farm  for  which 
an  allotment  is  established  under  section 
344  of  the  Agricultural  Adjustment  Act  of 
1938,  as  amended,  to  be  /otified  of  the  alter¬ 
native  levels  of  price  support  and  the  alter¬ 
native  acreage  allotments  available  for,  his 
farm.  The  opera  to/  of  each  farm  shall, 
within  the  time  prescribed  by  the  Secretary, 
notify  the  county  committee  in  writing 
whether  he  desire/  the  increased  acreage  alT 
lotment  and  the/evel  of  price  support  pre¬ 
scribed  in  choic/  (B)  to  be  effective  for  the 
farm.  If  the  operator  fails  to  so  notify  the 
county  committee  within  the  time  pre¬ 
scribed,  he  s/all  be  deemed  to  have  chosen 
the  acreage  Allotment  and  the  price  support 
level  presc/bed  in  choice  (A).  The  choice 
elected  bythe  operator  shall  apply  to  all  the 
producer/  on  the  farm.  Notwithstanding 
the  foregoing  provisions  of  this  subsection, 
the  Secretary  may  permit  the  operator  of  a 
farm  /or  which  choice  (B)  is  in  effect  to 
chan/e  to  choice  (A)  where  conditions  be- 
yon/the  control  of  the  farm  operator,  such 
as  /xcessive  rain,  flood,  or  drought,  prevented 
tfye  planting  of  acreage  to  cotton  or  having 
>tton  acreage  available  for  harvest  on  the 
’arm  in  accordance  with  the  plans  of  such 
operator  in  selecting  choice  (B).  The  addi¬ 
tional  acreage  required  to  be  allotted  to 
farms  under  this  section  shall  be  in  addition 
to  the  county.  State,  and  national  acreage 
allotments  and  the  production  from  such 
acreage  shall  be  in  addition  to  the  national 
marketing  quota.  The  additional  acreage 
authorized  by  this  section  shall  not  be  taken 
into  account  in  establishing  future  State, 
county,  and  farm  acreage  allotments.  Not¬ 
withstanding  any  other  provision  of  law, 
no  farm  participating  in  any  cotton  acreage 
reserve  program  established  for  1959  under 
the  Soil  Bank  Act  shall  receive  an  increased 
acreage  allotment  under  the  provisions  of 
this  section  for  1959.  Notwithstanding  the 
provisions  of  section  344  (m)  (2)  any  farm 
cotton  acreage  allotment  increased  as  the 
result  of  the  selection  of  choice  (B)  may 
knot  be  released  and  reapportioned  to  any 
it  her  farm.  Price  support  shall  be  made 
available  under  this  paragraph  only  to  co- 
opatitors  and  only  if  producers  have  not 
disapproved  marketing  quotas  for  the  crop. 

“(bNor  each  of  the  1959  and  1960  crops  of 
upland ^itton,  price  support  shall  be  made 
available  ro  producers  who  elect  choice  (A) 
through  a  purchase  program.  Price  support 
shall  be  mate  available  to  producers  who 
elect  choice  (^p through  loans,  purchases,  or 
other  operations 

“(c)  the  Commodity  Credit  Corporation  is 
directed,  during  th^ceriod  beginning  August 
1,  1959,  and  ending  JMv  31,  1961,  to  offer  any 
upland  cotton  ownedV  it  for  sale  for  un¬ 
restricted  use  at  not  l»s  than  10  percent 
above  the  current  level  o^jrice  support  pre¬ 
scribed  in  choice  (B) 

Price  support  for  1961  and  si^sequent  years 
Sec.  102.  (a)  The  Agricultura^ct  of  1949, 
as  amended,  is  amended  by  adc^ig  a  new 
section  103  as  follows: 

“Sec.  103.  Notwithstanding  the  pi^isions 
of  section  101  of  this  act,  price  supjWt  to 
cooperators  for  each  crop  of  upland  coVton, 
beginning  with  the  1961  crop,  for  which  pro¬ 
ducers  have  not  disapproved  marketir 
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AN  ACT 

To  protect  the  public  health  by  amending  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of  addi¬ 
tives  which  have  not  been  adequately  tested  to  establish 
their  safety. 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  fives  of  the  United  States  of  America  in  Congress  assembled , 

3  That  this  Act  may  be  cited  as  the  “Food  Additives  Amend- 

4  ment  of  1958”. 

5  Sec.  2.  Section  201,  as  amended,  of  the  Federal  Food, 

6  Drug,  and  Cosmetic  Act  is  further  amended  by  adding  at 

7  the  end  of  such  section  the  following  new  paragraphs: 

8  “(s)  The  term  'food  additive’  means  any  substance  the 

9  intended  use  of  which  results  or  may  reasonably  he  expected 
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to  result,  directly  or  indirectly,  in  its  becoming  a  component 
or  otherwise  affecting  the  characteristics  of  any  food  (includ¬ 
ing  any  substance  intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing,  treating,  packaging, 
transporting,  or  holding  food;  and  including  any  source  of 
radiation  intended  for  any  such  use) ,  if  such  substance  is  not 
generally  recognized,  among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  its  safety,  as  having  been 
adequately  shown  through  scientific  procedures  (or,  in  the 
case  of  a  substance  used  in  food  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under  the  conditions  of  its 
intended  use;  except  that  such  term  does  not  include — 

“  ( 1 )  a  pesticide  chemical  in  or  on  a  raw  agricultural 
commodity;  or 

“(2)  a  pesticide  chemical  to  the  extent  that  it  is 
intended  for  use  or  is  used  in  the  production,  storage,  or 
transportation  of  any  raw  agricultural  commodity;  or 
“  (3)  any  substance  used  in  accordance  with  a  sanc¬ 
tion  or  approval  granted  prior  to  the  enactment  of  this 
paragraph  pursuant  to  this  Act  or  the  Meat  Inspection 
Act  of  March  4,  1907  (34  Stat.  1260) ,  as  amended  and 
extended  (21  U.  S.  C.  71  and  the  following). 

“  (t)  The  term  ‘safe’  ’,  as  used  in  paragraph  (s)  of  this 
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section  and  in  section  409,  has  reference  to  the  health  of  man 
or  animal.” 

Sec.  3.  (a)  Clause  (2)  of  section  402  (a) ,  as  amended, 
of  such  Act  is  amended  to  read  as  follows:  “  (2)  (A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious 
substance  (except  a  pesticide  chemical  in  or  on  a  raw  agri¬ 
cultural  commodity  and  except  a  food  additive)  which  is  un¬ 
safe  within  the  meaning  of  section  406,  or  (B)  if  it  is  a 
raw  agricultural  commodity  and  it  bears  or  contains  a  pesti¬ 
cide  chemical  which  is  unsafe  within  the  meaning  of  section 
408  (a),  or  (C)  if  it  is,  or  it  bears  or  contains,  any  food 
additive  which  is  unsafe  within  the  meaning  of  section  409 : 
Provided,  That  where  a  pesticide  chemical  has  been  used  in 
or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section 
408  and  such  raw  agricultural  commodity  has  been  subjected 
to  processing  such  as  canning,  cooking,  freezing,  dehydrat¬ 
ing,  or  milling,  the  residue  of  such  pesticide  chemical  remain¬ 
ing  in  or  on  such  processed  food  shall,  notwithstanding  the 
provisions  of  sections  406  and  409,  not  be  deemed  unsafe  if 
such  residue  in  or  on  the  raw  agricultural  commodity  has  been 
removed  to  the  extent  possible  in  good  manufacturing  prac¬ 
tice  and  the  concentration  of  such  residue  in  the  processed 
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food  when  ready  to  eat  is  not  greater  than  the  tolerance 
prescribed  for  the  raw  agricultural  commodity;”. 

(b)  Section  402  (a) ,  as  amended,  of  such  Act  is  further 
amended  by  striking  out  the  period  at  the  end  thereof  and 
inserting  in  lieu  thereof  a  semicolon  and  the  following:  “or 
(7)  if  it  has  been  intentionally  subjected  to  radiation,  unless 
the  use  of  the  radiation  was  in  conformity  with  a  regulation 
or  exemption  in  effect  pursuant  to  section  409.” 

(c)  The  first  sentence  of  section  406  (a)  of  such 
Act  is  amended  by  striking  out  “clause  (2)”  wherever  it 
appears  in  such  sentence  and  inserting  in  lieu  thereof  “clause 

(2)  (A)”. 

Sec.  4.  Chapter  IV  of  such  Act  is  amended  b}^  adding 
at  the  end  thereof  the  following  new  section : 

“food  additives 
“Unsafe  Food  Additives 

“Sec.  409.  (a)  A  food  additive  shall,  with  respect  to 
any  particular  use  or  intended  use  of  such  additives,  he 
deemed  to  be  unsafe  for  the  purposes  of  the  application 
of  clause  (2)  (C)  of  section  402  (a),  unless — 

“  (1)  it  and  its  use  or  intended  use  conform  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to  sub¬ 
section  (i)  of  this  section;  or 

“(2)  there  is  in  effect,  and  it  and  its  use  or 
intended  use  are  in  conformity  with,  a  regulation  issued 
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under  this  section  prescribing  the  conditions  under 
which  such  additive  may  he  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is  in 
effect,  a  food  shall  not,  by  reason  of  bearing  or  containing 
such  an  additive  in  accordance  with  the  regulation,  be  con¬ 
sidered  adulterated  within  the  meaning  of  clause  (1)  of 
section  402  (a) . 

“Petition  To  Establish  Safety 
“(b)  (1)  An}^  person  may,  with  respect  to  any  in¬ 

tended  use  of  a  food  additive,  file  with  the  Secretary  a  pe¬ 
tition  proposing  the  issuance  of  a  regulation  prescribing  the 
conditions  under  which  such  additive  may  be  safely  used. 

“(2)  Such  petition  shall,  in  addition  to  any  explan¬ 
atory  or  supporting  data,  contain — 

“(A)  the  name  and  all  pertinent  information  con¬ 
cerning  such  food  additive,  including,  where  available, 
its  chemical  identity  and  composition ; 

“(B)  a  statement  of  the  conditions  of  the  proposed 
nse  of  such  additive,  including  all  directions,  recommen¬ 
dations,  and  suggestions  proposed  for  the  use  of  such 
additive,  and  including  specimens  of  its  proposed  label¬ 
ing; 

“(0)  all  relevant  data  bearing  on  the  physical  or 
other  technical  effect  such  additive  is  intended  to  pro- 
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duce,  and  the  quantity  of  such  additive  required  to 
produce  such  effect; 

“  (D)  a  description  of  practicable  methods  for  deter¬ 
mining  the  quantity  of  such  additive  in  or  on  food,  and 
any  substance  formed  in  or  on  food,  because  of  its  use; 
and 

“(E)  full  reports  of  investigations  made  with  re¬ 
spect  to  the  safety  for  use  of  such  additive,  including  full 
information  as  to  the  methods  and  controls  used  in  con¬ 
ducting  such  investigations. 

“  (3)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  (or,  if  the  petitioner  is  not  the  manufacturer  of  such 
additive,  the  petitioner  shall  have  the  manufacturer  of  such 
additive  furnish,  without  disclosure  to  the  petitioner)  a  full 
description  of  the  methods  used  in,  and  the  facilities  and 
controls  used  for,  the  production  of  such  additive. 

“  (4)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  samples  of  the  food  additive  involved,  or  articles  used 
as  components  thereof,  and  of  the  food  in  or  on  which  the 
additive  is  proposed  to  be  used. 

“  (5)  Notice  of  the  regulation  proposed  by  the  petitioner 
shall  be  published  in  general  terms  by  the  Secretary  within 
thirty  days  after  filing. 
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“Action  on  the  Petition 
“(c)  (1)  The  Secretary  shall — 

“  (A)  by  order  establish  a  regulation  (whether  or 
not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing,  with  respect  to  one  or  more  proposed  uses 
of  the  food  additive  involved,  the  conditions  under  which 
such  additive  may  be  .safely  used  (including,  hut  not  lim¬ 
ited  to,  specifications  as  to  the  particular  food  or  classes 
of  food  in  or  in  which  such  additive  may  be  used,  the 
maximum  quantity  which  may  be  used  or  permitted  to 
remain  in  or  on  such  food,  the  manner  in  which  such 
additive  may  he  added  to  or  used  in  or  on  such  food,  and 
any  directions  or  other  labeling  or  packaging  require¬ 
ments  for  such  additive  deemed  necessary  by  him  to  as¬ 
sure  the  safety  of  such  use),  and  shall  notify  the  peti¬ 
tioner  of  such  order  and  the  reasons  for  such  action;  or 
“(B)  by  order  deny  the  petition,  and  shall  notify 
the  petitioner  of  such  order  and  of  the  reasons  for  such 
action. 

“(2J  The  order  required  by  paragraph  (1)  (A)  or 

(B)  of  this  subsection  shall  be  issued  within  ninety  days 
after  the  date  of  filing  of  the  petition,  except  that  the  Secre- 
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tary  may  (prior  to  such  ninetieth  day) ,  by  written  notice 
to  the  petitioner,  extend  such  ninety-day  period  to  such 
time  (not  more  than  one  hundred  and  eighty  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary  deems  neces¬ 
sary  to  enable  him  to  study  and  investigate  the  petition. 

“  (3)  No  such  regulation  shall  issue  if  a  fair  evaluation 
of  the  data  before  the  Secretary — 

“  (A)  fails  to  establish  that  the  proposed  use  of  the 
food  additive,  under  the  conditions  of  use  to  be  speci¬ 
fied  in  the  regulation,  will  be  safe:  Provided,  That  no 
additive  shall  be  deemed  to  be  safe  if  it  is  found  to  in¬ 
duce  cancer  when  ingested  by  man  or  animal,  or  if  it 
is  found,  after  tests  which  are  appropriate  for  the  evalua¬ 
tion  of  the  safety  of  food  additives,  to  induce  cancer 
in  man  or  animal ;  or 

“(B)  shows  that  the  proposed  use  of  the  additive 
would  promote  deception  of  the  consumer  in  violation 
of  this  Act  or  would  otherwise  result  in  adulteration 
or  in  misbranding  of  food  within  the  meaning  of  this  Act. 
“  (4)  If,  in  the  judgment  of  the  Secretary,  based  upon 
a  fair  evaluation  of  the  data  before  him,  a  tolerance  limita¬ 
tion  is  required  in  order  to  assure  that  the  proposed  use 
of  an  additive  will  be  safe,  the  Secretary — 

“(A)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required  to 
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accomplish  the  physical  or  other  technical  effect  for 
which  such  additive  is  intended;  and 

“(B)  shall  not  establish  a  regulation  for  such  pro¬ 
posed  use  if  he  finds  upon  a  fair  evaluation  of  the  data 
before  him  that  such  data  do  not  establish  that  such  use 
would  accomplish  the  intended  physical  or  other  techni¬ 
cal  effect. 

“(5)  In  determining,  for  the  purposes  of  this  section, 
whether  a  proposed  use  of  a  food  additive  is  safe,  the  Sec¬ 
retary  shall  consider  among  other  relevant  factors — 

“(A)  the  probable  consumption  of  the  additive 
and  of  any  substance  formed  in  or  on  food  because  of 
the  use  of  the  additive; 

“(B)  the  cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  account  any  chemi¬ 
cally  or  pharmacologically  related  substance  or  sub¬ 
stances  in  such  diet;  and 

“(C)  safety  factors  which  in  the  opinion  of  experts 
qualified  by  scientific  training  and  experience  to  evaluate 
the  safety  of  food  additives  are  generally  recognized  as 
appropriate  for  the  use  of  animal  experimentation  data. 

“Regulation  Issued  on  Secretary’s  Initiative 
“(d)  The  Secretary  may  at  any  time,  upon  his  own 
initiative,  propose  the  issuance  of  a  regulation  prescribing, 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 


10 


with  respect  to  any  particular  use  of  a  food  additive,  the 
conditions  under  which  such  additive  may  be  safely  used, 
and  the  reasons  therefor.  After  the  thirtieth  day  following 
publication  of  such  a  proposal,  the  Secretary  may  by  order 
establish  a  regulation  based  upon  the  proposal. 

“Publication  and  Effective  Date  of  Orders 
“(e)  Any  order,  including  any  regulation  established 
by  such  order,  issued  under  subsection  (c)  or  (d)  of  this 
section,  shall  be  published  and  shall  be  effective  upon  publi¬ 
cation,  but  the  Secretary  may  stay  such  effectiveness  if,  after 
issuance  of  such  order,  a  hearing  is  sought  with  respect  to 
such  order  pursuant  to  subsection  (f) . 

“Objections  and  Public  Hearing 
“(f)  (1)  Within  thirty  days  after  publication  of  an 

order  made  pursuant  to  subsection  (c)  or  (d)  of  this 
section,  any  person  adversely  affected  by  such  an  order  may 
file  objections  thereto  with  the  Secretary,  specifying  with 
particularity  the  provisions  of  the  order  deemed  objection¬ 
able,  stating  reasonable  grounds  therefor,  and  requesting  a 
public  hearing  upon  such  objections.  The  Secretary  shall, 
after  due  notice,  as  promptly  as  possible  hold  such  public 
hearing  for  the  purpose  of  receiving  evidence  relevant  and 
material  to  the  issues  raised  by  such  objections.  As  soon  as 
practicable  after  completion  of  the  hearing,  the  Secretary 
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shall  by  order  act  upon  such  objections  and  make  such  order 
public. 

“( 2 )  Such  order  shall  be  based  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing,  and  shall  include  a 
statement  setting  forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based. 

“  (3)  The  Secretary  shall  specify  in  the  order  the  date 
on  which  it  shall  take  effect,  except  that  it  shall  not  be 
made  to  take  effect  prior  to  the  ninetieth  day  after  its 
publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which 
event  the  Secretary  shall  specify  in  the  order  his  findings  as 
to  such  conditions. 

“ Judicial  Eeview 

“(g)  (1)  In  a  case  of  actual  controversy  as  to  the 

validity  of  any  order  issued  under  subsection  (f) ,  including 
any  order  thereunder  with  respect  to  amendment  or  repeal 
of  a  regulation  issued  under  this  section,  any  person  who  will 
be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  Court  of  Appeals  for 
the  circuit  wherein  such  person  resides  or  has  his  principal 
place  of  business,  or  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  Circuit,  within  sixty  days  after 
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the  entry  of  such  order,  a  petition  praying  that  the  order 
be  set  aside  in  whole  or  in  part. 

“(2)  A  copy  of  such  petition  shall  be  forthwith  served 
upon  the  Secretary,  or  upon  any  officer  designated  by  him 
for  that  purpose,  and  thereupon  the  Secretary  shall  certify 
and  file  in  the  court  a  transcript  of  the  proceedings  and  the 
record  on  which  he  based  his  order.  Upon  such  filing,  the 
court  shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 
the  order  complained  of  in  whole  or  in  part.  The  findings 
of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of  the  entire  record 
at  such  hearing.  The  court  shall  advance  on  the  docket  and 
expedite  the  disposition  of  all  causes  filed  therein  pursuant 
to  this  section. 

“  (3)  The  court,  on  such  judicial  review,  shall  not  sustain 
the  order  of  the  Secretary  if  he  failed  to  comply  with  any 
requirement  imposed  on  him  by  subsection  (f)  (2)  of  this 
section. 

“  (4)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such  addi¬ 
tional  evidence  to  he  taken  before  the  Secretary  and  to  he 
adduced  upon  the  hearing  in  such  manner  and  upon  such 
terms  and  conditions  as  to  the  court  may  seem  proper,  if 
such  evidence  is  material  and  there  were  reasonable  grounds 
for  failure  to  adduce  such  evidence  in  the  proceedings  below. 
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The  Secretary  may  modify  his  findings  as  to  the  facts  and 
order  by  reason  of  the  additional  evidence  so  taken,  and 
shall  file  with  the  court  such  modified  findings  and  order. 

“  (5)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  order  under  this  section  shall 
be  final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  section  1254  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary, 
operate  as  a  stay  of  an  order. 

“Amendment  or  Repeal  of  Regulations 
“  (h)  The  Secretary  shall  by  regulation  prescribe  the 
procedure  by  which  regulations  under  the  foregoing  pro¬ 
visions  of  this  section  may  be  amended  or  repealed,  and 
such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations. 

“Exemptions  for  Investigational  Use 
“  (i)  Without  regard  to  subsections  (b)  to  (h) ,  inclu¬ 
sive,  of  this  section,  the  Secretary  shall  by  regulation  provide 
for  exempting  from  the  requirements  of  this  section  any 
food  additive,  and  any  food  bearing  or  containing  such  addi¬ 
tive,  intended  solely  for  investigational  use  by  qualified  ex¬ 
perts  when  in  his  opinion  such  exemption  is  consistent  with 
the  public  health.” 


1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 


14 


Sec.  5.  Section  301  (j)  of  such  Act  is  amended  by 
inserting  “409,”  after  “404,”. 

Sec.  6.  (a)  Except  as  provided  in  subsections  (b)  and 
( c )  of  this  section,  this  Act  shall  take  effect  on  the  date  of 
its  enactment. 

(b)  Except  as  provided  in  subsection  (c)  of  this  sec¬ 
tion,  section  3  of  this  Act  shall  take  effect  on  the  one  hun¬ 
dred  and  eightieth  day  after  the  date  of  enactment  of  this 
Act. 

(c)  With  respect  to  any  particular  commercial  use  of  a 
food  additive,  if  such  use  was  made  of  such  additive  before 
January  1,  1958,  section  3  of  this  Act  shall  take  effect — 

(1)  either  (A)  one  year  after  the  effective  date 
established  in  subsection  (b)  of  this  section,  or  (B)  at 
the  end  of  such  additional  period  (but  not  later  than 
two  years  from  such  effective  date  established  in  sub¬ 
section  (b)  )  as  the  Secretary  of  Health,  Education,  and 
Welfare  may  prescribe  on  the  basis  of  a  finding  that 
such  extension  involves  no  undue  risk  to  the  public 
health  and  that  conditions  exist  which  necessitate  the 
prescribing  of  such  an  additional  period,  or 

(2)  on  the  date  on  which  an  order  with  respect  to 
such  use  under  section  409  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  becomes  effective, 


whichever  date  first  occurs. 
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1  Seo.  7.  Nothing  in  this  Act  shall  be  construed  to  exempt 

2  any  meat  or  meat  food  product  or  any  person  from  any 

3  requirement  imposed  by  or  pursuant  to  the  Meat  Inspection 

4  Act  of  March  4,  1907,  34  Stat.  1260,  as  amended  and 

5  extended  (21  U.  S.  C.  71  and  the  following) . 

Passed  the  House  of  Representatives  August  13,  1958. 

Attest:  RALPH  R.  ROBERTS, 

Clerk. 
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SENATE  -  AUgust  15 

SUPPLEMENTAL  APPROPRIATION  BILL,  1959*  Passed  with  amendments  this  bill.  H. 
\13450.  pp.  16305-11,  16431-54,  16457-73  (See  Digest  140  for  USDA  items.). 

Agreed  to  an  amendment  by  Sen,  Neuberger  (for  himself  and  others)  to /add  an 
of  $100,000,  to  remain  available  until  expended,  for  the  Outdoor  Recreation 
Review  Commission,  pp.  I6442-3 

3n*  Cooper  inserted  his  statement  favoring  the  emergency  conservation 
measure^  pro gram o  pp.  16469-60 

SenVMundt  inserted  the  committee’s  statement  on  reduction  of/ personnel, 
and  he  and\Sen.  Dworshak  commended  the  statement,  pp.  16470-3 

2.  FARM  PROGRAM. \sens.  Ellender,  Johnston,  Eastland,  Humphrey,  Aiken,  Young,  and 

Thye  were  appointed  conferees  on  S.  4071,  the  farm  bill.  Thd  text  of  the  bill, 
as  passed  by  the\House,  was  printed  in  the  Record,  pp.  16314-17 

3.  DAIRY  EXPORTS.  The 'Agriculture  and  Forestry  Committee  WtQd  to  disapprove 

S.  4013,  to  provide  for  an  export  program  for  dairy  products  0  p.  D857 


y 


WATERSHED  PROJECTS.  The 'Agriculture  and  Forestry  Cofmnittee  approved  the  follow¬ 
ing  watershed  projects:  Russeron  Creek,  Ind.j  Ci^oked  Creek,  Iowa;  and  Furnace 
Brook-Middle  River,  Conn,  and  Mass*  p.  D857 

5.  FOOD  ADDITIVES.  The  Labor  and  Public  Welfare  Committee  ordered  reported  with 

amendments  H.  R.  13254.  to  regulate  food  additives,  p,  D857 

6.  DEBT  LIMIT.  The  Finance  Committee  fceportVd  with  amendments  H.  R.  13580,  to 

increase  the  debt  limit.  As  reporte^L  Ahe  bill  would  (1)  set  the  permanent 
limit  at  $283  billion  and  (2)  set  thoXtemporary  limit  at  $288  billion  until 
June  30,  1959,  at  which  time  it  would  revert  to  the  permanent  limit «  (S.  Rept* 

2389)  p.  16263 

Sen.  Symington  recommended  that  the  Treasury  announce  its  long-term  borrow¬ 
ing  programs  and  that  public  n^Vds  have  a  higher  priority  than  economy  in  expen¬ 
ditures.  p.  16281 

7.  FORESTRY;  LAND  UTIUZATIONy/The  Agriculture  and  forestry  Committee  reported 

without  amendment  Ho  R.  8481,  to  extend  title  IV  of  the  Agricultural  Act  of 
1956,  relating  to  forestry,  to  Hawaii  (S.  Rept.  2415k),  and  H.  R.  12494,  to 
authorize  this  Department,  in  selling  or  agreeing  toHhe  sale  of  lands  to 
N.  Co,  to  permit  the/State  to  sell  or  exchange  such  labels  for  private  purposes 
(S.  Rept.  2416).  pp*  16263-4 

8.  RIVER  BASINS.  Pa/sed  without  amendment  S.  4266,  to  establish  the  U.  S.  Study 
Commission  on  tne  Neches,  Trinity,  Brazos,  Colorado,  Guadalupe -San  Antonio, 
Nueces,  and  S^n  Jacinto  River  Basins  and  intervening  areas,  pp.  16284-6,16262 

Passed/as  reported  S.  4192,  to  authorize  modification  of  the  comprehensive 
plan  of  improvement  for  the  Trinity  River  basin,  Tex.  pp.  16286-A 

9.  RECLAMATION,  Passed  as  reported  S.  3648,  to  authorize  construction  a^d  operation 
of  th/  Navaho  Indian  irrigation  project,  pp*  16287-91 

Passed  as  reported  S.  1887,  to  authorize  construction  of  the  San  Duis  Unit 
of/the  Central  Valley  project,  Calif*  pp.  16291-303 

PAXES.  Agreed  to  the  conference  reports  on  H.  R.  7125  and  H.  R*  8381,  to 
technical  changes  in  the  tax  laws.  The  House  agreed  to  the  report  on  H.  R* 
8381.  These  bills  will  now  be  sent  to  the  President*  pp*  16322,  I63H-3 

11*  SOCIAL  SECURITY.  Began  debate  on  H.  R.  13549,  to  increase  the  benefits  under 
the  Social  Security  Act.  pp.  16473-83 
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23. 


WATER  RESOURCES.  Passed  with  amendments  H.  R.  5497,  to  authorize  Federal 
assistance  for  certain  fish  and  wildlife  development  projects  under  the 
Watershed  Protection  and  Flood  Prevention  Act.  Agreed  to  two  amendments  py 
?n.  Cotton  to  exclude  recreational  facilities  from  the  bill.  pp.  1671^19 
sPassed  with  amendment  H.  R.  12216,  to  designate  a  dam  on  the  Cumbei 
River  near  Carthage,  Tenn. ,  as  the  Cordell  Hull  Dam,  and  to  establisl/  a  Uc  S. 
study\commission  on  certain  Texas  river  basins,  pp.  16634-5 

Passed  without  amendment  H.  J.  Res.  585,  to  authorize  the  Secretary  of  the 
Interior\to  conduct  studies  into  the  feasibility  of  furnishing  water  from  the 
Central  Valley  Project  to  the  counties  of  Santa  Clara,  San  Benito,  Santa  Cruz, 
and  Monterey,  Calif.,  by  way  of  the  Pacheco  Tunnel  route  or  pt her  means.  This 
measure  willN&ow  be  sent  to  the  President,  p.  16638 

Sen.  Neuber^er  discussed  S.  3185,  to  require  the  FPC  to  secure  approval  by 
the  Secretary  orvthe  Interior  of  any  license  affecting  fish  and  wildlife  re¬ 
sources.  He  assented  that  the  amendment  proposed  by  s/n.  Morse,  to  require 
only  that  the  FPC  receive  recommendations  but  not  be/6ound  by  them,  would 
maintain  the  present^\situation  in  FPC,  which,  be  alleged,  ’’has  neither  special 
competence  nor  special  sympathy  for  conservation  goals  and  methods,  when  they 
would  militate  against  construction  of  a  power  project."  pp.  16622-26 

Sen.  Watkins  inserted\:wo  articles  on  Russian  hydro-power  development  which 
asserted  that  their  prograhi  was  behind  schedule,  and  greater  emphasis  was  now 
being  placed  on  thermal  power  generation,  pp.  16617-18 

Sen.  Johnson  discussed  theXdevelopment /Of  Texas’  water  resources  and  urged 
the  development  of  a  unified  program,  pp.  16611-12 

FORESTRY,  Passed' without  aaenctaea*\HyP..;  8481,  to  extend  title  IV  of  the  Agiri* 
cultural  Act  of  1956,  relating  to  forestry,  to  Hawaii.  This  bill  will  now  be 


sent  to  the  President, 


L6638 


Sen.  Humphrey  inserted  resolutions  from  the  cities  of  Tower,  Eveleth,  and 
Kinney,  Minn. ,  urging  the  appropriation \f  additional  funds  for  construction 
projects  planned  for  the  Superior  Nationals  Forest,  p.  16613 

24.  LAND  UTILIZATION.  Passed  without  amendment  h\r.  12494,  to  authorize  this 

Department,  in  selling  oy  agreeing  to  the  sale\of  certain  lands  to  N.  C. ,  to 
)  permit  the  Stcte  to  seLi  or  exchange  such  lands^for  private  purposes.  This 
bill  will  now  be  sent /to  the  President,  p.  16638s 

25.  ELECTRIFICATION.  Passed  without  amendment  S.  3571,  th  provide  for  equal 

treatment  of  all Ntate-owned  hydro-electric  power  projects  with  respect  to  the 
taking  over  of  yich.  projects  by  the  U.  S,  p.  16633 

Sen.  Humphrey  inserted  a  resolution  from  the  East  Rivdr  Electric  Power 
Cooperative  i/rging  the  enactment  of  S„  2990  and  H.  R.  117o2.  to  transfer  cer¬ 
tain  REA  functions  from  the  Secretary  to  the  REA  Administrator*,,  pp.  16612-13 


26.  RESEARCHyC  Passed  with  amendment  S 
National  Science  Foundation  Act. 


3268,  to  provide  various  an 
pp.  16631-2 


mdments  to  the 


27.  ADMINISTRATIVE  ORDERS.  The  Judiciary  Committee  reported  without  amendment 
R,  6789,  to  provide  for  reasonable  notice  of  applications  to  the  u\  S. 
Courts  of  appeals  for  interlocutory  relief  against  the  orders  of  certa 
ministrative  agencies  (S.  Kept.  2435).  p.  16613 


ad- 


28.  FpOD  ADDITIVES.  The  Labor  and  Public  Welfare  Committee  reported  with  amend- 

*  ments  H.  R.  13254,  to  amend  the  Federal  Food,  Drug,  and  Cosmetic  Act  so  as  to 
prohibit  the  use  in  foods  of  additives  which  have  not  been  adequately  tested 
to  establish  feheir  safety  (S,  Rept.  2422).  p.  16613 


-  3  - 
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PERSONNEL.  Passed  as  reported  H.  R.  9407,  to  provide  additional  opportunity 
for  certain  employees  to  obtain  career-conditional  and  career  appointment  yin 


'  the  competitive  service,  p.  16848 

\  Passed  without  amendment  S.  4004,  to  encourage  transfers  of  Federal yera- 
plpyees  for  service  with  international  organizations.  This  bill  will/now  be 
serif  to  the  President,  pp.  16849-49 

Phased  as  reported  S.  3195,  to  authorize  certain  retired  Federal  personnel 
to  accept  and  wear  decorations,  presents,  and  other  things  tendered  them  by 
certainXforeign  countries,  pp.  16850-66 


12.  INSPECTION  SERVICES.  Passed  without  amendment  S.  3873,  to  permit  the  inter¬ 
change  of  inspection  services  between  executive  agencies  without  reimbursement 
or  transfer  of\ funds.  This  bill  will  now  be  sent  to  the  president .  p.  16867 


13.  MINING  CLAIMS.  Passed  over  without  prejudice,  at  the  request  of  Rep.  Saylor, 
S.  2039,  to  clarify  the  requirements  with  respect  tyrhe  performance  of  labor 
imposed  as  a  condition  for  the  holding  of  mining  c^-aims  on  Federal  lands  pend' 
ing  the  issuance  of  patents  therefor,  p.  16867 


A  \ 

14.  EDUCATION.  The  Rules  ComhhLttee  reported  a  resolution  for  consideration  of  H. 
13247,  the  national  defense  education  bill.  A>.  16887 


15.  SALINE  WATER.  The  "Daily  Digest"  states  that  conferees  agreed  to  file  a  report 
on  "S,  J.  Res.  135,  relating  bs  the  conversion  of  saline  water  to  potable 


uses."  p.  D871 


16.  LEGISLATIVE  PROCEDURE.  Rep.  Arends 

itio 

of  these  bills  you  have  schedule 


dected  to  scheduling  numerous  bills  in 


the  House  for  consideration  under  /Suspension  of  the  rules,  stating  that  "some 


versial  and  extremely  costly  t< 


are  ''of  major  importance  and  highly  contro- 
the  American  people."  p.  16804 


17.  FARM  PROGRAM.  Concurred  ifi  the  House  amendment  to  S.  4071,  the  Senate  farm 
bill.  This  bill  will  n ow  be  sent  to  the  President,  (pp.  16748-59)  See 
Digest  140  regarding  fnrovisions  of  the  House  Amendment. 


18.  FARM  LABOR.  Passed/foithout  amendment  H.  R.  10360,  t^o  extend  the  Mexican  farm 
labor  program  unjAl  June  30,  1961.  This  bill  will  now  be  sent  to  the  Presi¬ 
dent.  p.  16659/ 


19.  LIVESTOCK  DISEASES.  Passed  as  reported  H.  R.  12126,  to  exfend  to  wild  animals 
the  same  prohibition  against  entry  into  the  U.  S.  as  domestsic  animals  from  an; 
country  vjnere  rinderpest  or  foot-or-mouth  disease  exists.  pV  16661 


20.  MARGARINE.  Passed  with  amendment  H.  R.  912,  to  amend  the  Navy  r\tion  statute 
to  permit  the  serving  of  oleo  or  margarine,  pp.  16661-2 


[TLES.  Passed  with  amendments  H.  R.  469,  to  protect  producers  and  consumer 
igoinst  misbranding  and  false  advertising  of  the  fiber  content  of  textile 
fiber  products,  (pp.  16720-1,  16725,  16726-45) 

Adopted  the  committee  amendments,  and  an  amendment  by  Sen.  Javits,  to' 
eliminate  language  requiring  the  labeling  of  the  containers  of  imported  t 
products  (p.  16744) . 
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FOOD  ADDITIVES  AMENDMENT  OF  1958 


August  18  (legislative  day,  August  16),  1958. — -Ordered  to  be  printed 


Mr.  Hill,  from  the  Committee  on  Labor  and  Public  Welfare, 
submitted  the  following 

REPORT 

[To  accompany  H.  R.  13254] 


The  Committee  on  Labor  and  Public  Welfare,  to  whom  was  referred 
the  bill  (H.  R.  13254)  to  protect  the  public  health  by  amending  the 
Federal  Food,  Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of 
additives  which  have  not  been  adequately  tested  to  establish  their 
safety,  having  considered  the  same,  report  favorably  thereon,  with 
amendments,  and  recommend  that  the  bill  do  pass. 

EXPLANATION 

The  two  amendments  which  this  committee  has  added  to  the  bill 
as  passed  by  the  House,  which  are  discussed  in  detail  below,  do  not  in 
any  way  change  the  substance  or  content  of  the  bill  which  passed  the 
.House  of  Representatives  without  dissent.  They  deal,  not  with  the 
'content  of  that  bill,  but  with  related  problems  regarding  the  ability  of 
the  Department  of  Health,  Education,  and  Welfare  to  secure  and  re¬ 
tain  the  services  of  individuals  unquestionably  qualified  to  protect  and 
to  better  the  health  of  our  people. 

In  explanation  of  the  bill  sent  us  by  the  House,  passage  of  which 
your  committee  recommends  with  additions  but  without  change  in 
any  of  its  provisions,  we  would  point  out  first  that  under  existing  law 
the  Federal  Government  is  unable  to  prevent  the  use  in  foods  of  a 
poisonous  or  deleterious  substance  until  it  first  proves  that  the  additive 
is  poisonous  or  deleterious.  To  establish  this  proof  through  experi 
mentation  with  generations  of  mice  or  other  animals  may  require  2 
years  or  even  more  on  the  part  of  the  relatively  few  scientists  the  Food 
and  Drug  Administration  is  able  to  assign  to  a  particular  problem. 
Yet,  until  that  proof  is  forthcoming,  an  unscrupulous  processor  of 
foodstuffs  is  perfectly  fee  to  purvey  to  millions  of  our  people  food¬ 
stuffs  containing  additives  which  may  or  may  not  be  capable  of  pro¬ 
ducing  illness,  debility,  or  death 
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Your  committee  is  pleased  to  report  to  the  Congress  that  an  analysis 
of  the  hearings  on  this  and  related  measures  which  have  been  held 
over  a  period  of  some  6  years  shows  clearly  that  an  overwhelming 
percentage  of  our  food  processors — and  by  this  we  mean  the  processors 
ot  well  over  95  percent  of  the  foodstuffs  Americans  eat — have  volun¬ 
tarily  undertaken,  at  considerable  expense  to  themselves,  to  thoroughly 
test  and  prove  safe  to  humans  any  additives  they  have  considered 
adding  to  foods  to  make  them  more  appetizing,  better  keeping,  more 
palatable,  or  otherwise  improved.  Nonetheless,  existing  law  permits 
any  processor  who  chooses  to  pay  no  heed  either  to  the  public’s  health 
or  to  his  continuance  in  one  particular  line  of  business  to  unfairly 
compete  with  responsible  processors,  to  defy  the  Food  and  Drug 
Administration  and  to  endanger  the  health  of  millions  by  using  an 
untested  additive  for  as  long  a  time  as  it  may  take  for  the  Govern¬ 
ment  to  suspect  the  deleteriousness  of  his  additives,  schedule  research 
into  its  properties  and  effects,  and,  finally— perhaps  years  later — to 
begin  the  years-long  experiments  needed  to  prove  the  particular  addi-i 
tive  safe  or  unsafe.  This  huge  loophole  is  1  of  2  flaws  in  existing  law 
which,  through  this  measure,  we  are  attempting  to  fill.  This  bill,  if 
enacted,  will  require  the  processor  who  wants  to  add  a  new  and  un¬ 
proven  additive  to  accept  the  responsibility  now  voluntarily  borne 
by  all  responsible  food  processors  of  first  proving  it  to  be  safe  for 
ingestion  by  human  beings. 

The  second  flaw  in  existing  law  which  has  proved  detrimental  to 
consumers,  to  processors,  and  to  our  national  economy  and  which 
this  bill  seeks  to  remove  is  a  provision  which  has  inadvertently  served 
to  unnecessarily  proscribe  the  use  of  additives  that  could  enable  the 
housewife  to  safely  keep  food  longer,  the  processor  to  make  it  more 
tasteful  and  appetizing,  and  the  Nation  to  make  use  of  advances  in 
technology  calculated  to  increase  and  improve  our  food  supplies. 
Your  committee  agrees  with  the  Food  and  Drug  Administration  that 
existing  law  should  be  changed  to  permit  the  use  of  such  additives  as 
our  technological  scientists  may  produce  and  which  may  benefit  our 
people  and  our  economy  when  the  proposed  usages  of  such  additives 
are  in  amounts  accepted  by  the  Food  and  Drug  Administration  as 
safe.  The  rulings  of  the  Department  of  Health,  Education,  and 
Welfare  on  such  questions  are,  of  course,  subject  to  judicial  review/ 
The  concept  of  safety  used  throughout  this  bill  centers  on  the  question 
of  whether  a  substance  is  safe  for  use  with  reference  to  the  health  of 
man  or  animal.  As  the  report  of  the  Committee  on  Interstate  and 
Foreign  Commerce  of  the  House  of  Representatives  states,  “Safety 
requires  proof  of  reasonable  certainty  that  no  harm  will  result  from 
the  proposed  use  of  an  additive.”  Conscious  of  the  fact  that  any 
substance  or,  for  that  matter,  any  particular  food  known  to  be  good 
for  the  health  of  human  beings  can  be  deleterious  to  the  health  of  an 
individual  who  insists  on  consuming  inordinate  amounts  of  it,  the 
committee  agrees  with  the  Food  and  Drug  Administration  that,  in¬ 
stead  of  insisting  on  proof  beyond  any  possible  doubt  that  no  harm 
will  result  under  any  conceivable  circumstances  from  the  use  of  a 
particular  additive — which  could,  of  course,  occur  if  an  individual 
decided  to  eat  a  pound  of  salt  or  drink  4  gallons  of  pure  •  ater  in  an 
hour- — the  test  which  should  determine  whether  or  not  a.  particular 
additive  may  be  used  in  a  specific  percentage  of  relationship  to  the 
volume  of  the  product  to  which  it  might  be  added  should  be  that  of 
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reasonable  certainty  in  the  minds  of  competent  scientists  that  the 
additive  is  not  harmful  to  man  or  animal,  subject  to  the  procedural 
safeguards  provided  in  the  bill  which  assure  the  right  to  hearing  and 
judicial  review. 

The  bill,  the  passage  of  which  your  committee  recommends,  would 
correct  both  of  these  flaws  in  existing  law.  It  would  put  upon  the 
processor  rather  than  our  Government  the  burden  of  proving  that  a 
newly  discovered  substance  which  a  processor  of  foodstuffs  proposes 
to  add  to  the  food  we  eat  is  safe.  It  would  make  possible  the  use  of 
additives  discovered  by  our  scientists  which,  having  been  adjudged 
safe  for  humans  and  animals  when  used  in  or  within  certain  quantita¬ 
tive  limits,  could  materially  advance  our  ability  to  make  more  whole¬ 
some  foods  available  to  more  people  at  all  seasons  and,  perhaps,  we 
hope,  to  assure  to  ourselves  and  others  the  ability  to  stockpile  supplies 
of  healthful  and  appetizing  foods  over  such  long  periods  of  time  as 
emergencies  might  make  either  desirable  or  essential. 


) 


HISTORY  OF  LEGISLATION 


This  bill,  the  passage  of  which  your  committee  recommends  as 
urgent,  is  the  product  of  some  6  years  of  the  most  extensive  and  in¬ 
tensive  hearings  on  legislative  proposals  in  a  particular  field  of  which 
we  have  knowledge.  To  us  it  represents  the  workings  of  a  free 
society  at  its  best.  Through  public  hearings,  carried  on  over  a  period 
of  6  years,  not  only  in  every  one  of  those  6  years  but  in  every  part  of 
the  country  as  well,  the  Committee  on  Interstate  and  Foreign  Com¬ 
merce  of  the  House  of  Representatives  was  able  to  effect  a  meeting  of 
minds  and  to  send  us  a  bill  which  has  the  support  not  only  of  those 
required  by  law  to  protect  the  Nation’s  health — the  officials  of  the 
Food  and  Drug  Administration — but  also  of  the  overwhelming  major¬ 
ity  of  all  those  engaged  in  processing  and  selling  the  foodstuffs  essential 
to  the  Nation’s  health. 

Passage  of  this  bill  is  strongly  recommended  not  only  by  the 
executive  branch  of  our  Government  but  by  each  of  the  organizations 
connected  with  the  processing  and  distribution  of  foods  listed  below: 

National  Canners  Association 
^  National  Dairy  Products  Corp.,  Kraft  Foods  division 


/  Grocery  Manufacturers  of  America 
Millers  National  Federation 
American  Bakers  Association 
Manufacturing  Chemists  Association 
Dairy  Industry  Committee,  speaking  for — 

The  American  Butter  Institute 
The  American  Dairy  Milk  Institute 
The  Evaporated  Milk  Association 

The  International  Association  of  Ice  Cream  Manufacturers 
The  Milk  Industry  Foundation 
The  National  Cheese  Institute 
The  National  Creameries  Association 
During  the  81st  Congress,  a  Select  Committee  To  Investigate  the 
Use  of  Chemicals  in  Foods  and  Cosmetics  (better  known  as  the  De¬ 
laney  committee,  named  after  its  chairman,  Congressman  James  J. 
Delaney)  was  created  in  the  House  of  Representatives  to  study  the 
need  to  amend  the  present  Federal  Food,  Drug,  and  Cosmetic  Act  in 
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this  respect.  After  extended  hearings,  the  committee  on  June  30, 
1952,  filed  a  report  (H.  Rept.  No.  2356,  82d  Cong.,  2d  sess.)  urging 
amending  the  present  law  so  that  chemicals  employed  in  or  on  foods 
would  be  subjected  to  substantially  the  same  safety  requirements 
as  exist  in  the  law  for  new  drugs. 

Bills  to  accomplish  the  objectives  of  that  report  were  introduced  by 
Congressman  Delaney  and  referred  to  that  committee  during  the  83d 
Congress  and  subsequent  Congresses,  and  other  Members  of  Congress 
introduced  numerous  bills  differing  from  the  prototype  bills  primarily 
with  respect  to  agency  procedure  and  judicial  review. 

During  the  83d  Congress,  that  committee  held  hearings  and  reported 
favorably  related  legislation  providing  for  the  pretesting  of,  and  the 
establishment  of  safe  tolerances  for,  pesticide  chemicals.  This  bill 
was  enacted  into  law  (Public  Law  518,  83d  Cong.). 

During  the  2d  session  of  the  84th  Congress,  the  Subcommittee  on 
Health  and  Science  of  the  Committee  on  Interstate  and  Foreign  Com¬ 
merce  of  the  House  of  Representatives,  under  the  chairmanship  of  tlu/j 
late  frill  committee  chairman,  J.  Percy  Priest,  held  5  days  of  hearings'* 
on  10  bills  dealing  with  chemical  additives  in  and  on  food.  The  hear¬ 
ings  indicated  basic  agreement  with  regard  to  the  need  for  chemical 
additive  legislation,  but  also  considerable  disagreement  with  regard  to 
the  agency  and  judicial  review  procedures  to  be  followed  in  determin¬ 
ing  the  safety  of  chemical  additives.  This  disagreement  was  not 
resolved,  and  no  chemical  additive  legislation  was  enacted  during  the 
84th  Congress. 

During  the  85th  Congress,  that  subcommittee  held  1 1  days  of  hear¬ 
ings  on  9  related  bills.  The  hearings  included  2  days  of  testimony 
by  a  panel  of  outstanding  scientists  and  experts  selected  by  the 
National  Academy  of  Sciences  at  the  request  of  the  subcommittee, 
to  give  the  subcommittee  scientific  background  with  regard  to  the 
testing  and  evaluating  of  chemical  additives.  The  subcommittee 
also  heard  witnesses  from  industry,  labor,  and  consumer  organizations, 
representatives  from  the  Department  of  Health,  Education,  and  Wel¬ 
fare,  including  those  from  the  Food  and  Drug  Administration,  and  the 
chief  judge  of  the  third  judicial  circuit  appearing  on  behalf  of  the 
Judicial  Conference  of  the  United  States. 


As  a  result  of  those  hearings  and  after  consideration  of  the  man/ 
related  bills  on  this  subject  before  the  subcommittee,  its  chairman. 
Congressman  John  Bell  Williams  of  Mississippi,  introduced  a  clean 
bill  (H.  R.  13254)  which  was  reported  unanimously  by  the  subcom¬ 
mittee  to  the  full  Committee  on  Interstate  and  Foreign  Commerce  of 
the  House  of  Representatives.  Tin  t  bill  with  1  minor  committee 
amendment  which  we  shall  discuss  below  passed  the  House  without 
dissent  and  with  the  2  amendments  added  by  your  committee  is  the 
bill  now  under  consideration. 


PRINCIPAL  PROVISIONS  OF  LEGISLATION 


Substances  covered  by  legislation 

Pretesting  is  required  under  this  legislation  only  with  respect  to 
those  food  additives  which  are  not  generally  recognized  among 
competent  experts  as  having  been  adequately  shown  to  be  safe 
under  the  conditions  of  their  intended  use.  An  additive  may  be 
shown  to  be  safe  either  by  means  of  scientific  procedures  (including 
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a  review  of  the  existing  scientific  literature)  or,  in  the  case  of  sub¬ 
stances  in  use  prior  to  January  1,  1958,  also  by  means  of  experience 
based  on  common  use  in  food. 

The  legislation  covers  substances  which  are  added  intentionally  to 
food.  These  additives  are  generally  referred  to  as  “intentional 
additives.” 

The  legislation  also  covers  substances  which  may  reasonably  be  ex¬ 
pected  to  become  a  component  of  any  food  or  to  affect  the  character¬ 
istics  of  any  food.  These  substances  are  generally  referred  to  as 
“incidental  additives.” 

The  principal  examples  of  both  intentional  and  incidental  additives 
are  substances  intended  for  use  in  producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packaging,  transporting,  or  holding 
food. 

On  the  other  hand,  substances  which  may  accidentally  get  into  a 
food,  as  for  examole,  paints  or  cleaning  solutions  used  in  food  proces¬ 
sing  plants,  are  not  covered  by  the  legislation.  These  additives  are 
generally  referred  to  as  “accidental  additives,”  since  these  substances 
if  properly  used  may  not  reasonably  be  expected  to  become  a  com¬ 
ponent  of  a  food  or  otherwise  to  affect  the  characteristics  of  a  food. 
If  accidental  additives  do  get  into  food,  the  provisions  of  the  Food, 
Drug,  and  Cosmetic  Act  dealing  with  poisonous  and  deleterious  sub¬ 
stances  would  be  applicable. 

Sources  of  radiation  (including  radioactive  isotopes,  particle 
accelerators  and  X-ray  machines)  intended  for  use  in  processing 
food  are  included  in  the  term  “food  additive”  as  defined  in  this 
legislation. 

Exempted  from  the  scope  of  the  legislation  are  (1)  pesticide  chemi¬ 
cals  in  or  on  raw  agricultural  commodities  which  are  already  covered 
by  the  pesticide  chemicals  amendment  to  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (Public  Law  518,  83d  Cong.);  (2)  residues  of  pesti¬ 
cide  chemicals  unavoidably  remaining  on  processed  foods  not  in 
excess  of  tolerances  prescribed  by  Food  and  Drug  Administration  for 
raw  agricultural  commodities;  and  (3)  substances  already  approved 
under  the  provisions  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
or  the  Meat  Inspection  Act  of  March  4,  1907. 

The  Secretary  is  given  authority  by  this  legislation  to  exempt  by 
regulation  food  additives  for  investigational  use  by  qualified  experts 
when  consistent  with  the  public  health. 

Regulation  to  establish  safety 

A  regulation  prescribing  the  conditions  under  which  an  additive  may 
be  safely  used  may  be  issued  by  the  Secretary  of  Health,  Education, 
and  Welfare  either  on  the  basis  of  a  petition  filed  by  any  person 
(ordinarily  the  manufacturer  of  the  additive)  or  on  the  Secretary’s 
own  initiative. 

The  petition  would  set  forth  the  name  and  all  pertinent  information 
concerning  the  additive,  including,  where  available,  its  chemical 
identity  and  composition;  full  reports  of  scientific  investigations  of 
safety  for  use;  the  conditions  of  the  proposed  use  of  such  additive;  all 
relevant  data  bearing  on  the  physical  or  other  technical  effect  such 
additive  is  intended  to  produce;  the  quantity  required  to  produce 
such  effect;  when  requested  by  the  Secretary,  the  methods  used  to 
produce  the  additive;  and  a  description  of  practicable  methods  to 
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determine  the  quantity  of  such  additive  left  in  or  on  food  because 
of  its  use. 

In  addition,  upon  request  of  the  Secretary,  the  petitioner  would  be 
required  to  furnish  (or,  if  he  is  not  the  manufacturer  of  the  additive, 
to  have  the  manufacturer  furnish)  to  the  Secretary  a  full  description 
of  the  methods,  facilities,  and  controls  used  for  the  production  of  the 
additive.  Samples  of  the  additive  or  its  components,  or  of  the  food 
in  which  it  is  to  be  used,  would  also  have  to  be  furnished  if  requested 
by  the  Secretary. 

Trade  secrets  supplied  to  the  Secretary  would  be  protected  under 
this  legislation  from  unauthorized  disclosure  by  departmental  per¬ 
sonnel. 

The  Secretary  would  either,  by  order,  establish  a  regulation  pre¬ 
scribing  the  conditions  under  which  such  additive  may  be  safely  used, 
or  he  would,  by  order,  deny  the  petition  and  notify  the  petitioner  of 
the  reasons  for  such  action.  Such  orders  would  be  issued  within  90 
days  after  the  date  of  filing  of  the  petition  unless  the  Secretary,  by 
written  notice  to  the  petitioner,  extends  such  period  for  not  more 
than  an  additional  90  days  to  enable  him  to  study  the  petition. 

sj  Concept  of  safety 

The  concept  of  safety  used  in  this  legislation  involves  the  question 
of  whether  a  substance  is  hazardous  to  the  health  of  man  or  animal. 
Safety  requires  proof  of  a  reasonable  certainty  that  no  harm  will 
result  from  the  proposed  use  of  an  additive.  It  does  not — and 
cannot — require  proof  beyond  any  possible  doubt  that  no  harm  will 
result  under  any  conceivable  circumstance. 

This  was  emphasized  particularly  by  the  scientific  panel  which 
testified  before  the  subcommittee.  The  scientists  pointed  out  that 
it  is  impossible  in  the  present  state  of  scientific  knowledge  to  establish 
with  complete  certainty  the  absolute  harmlessness  of  any  chemical 
substance. 

In  determining  the  “safety”  of  an  additive,  scientists  must  take  into 
consideration  the  cumulative  effect  of  such  additive  in  the  diet  of  man 
or  animals  over  their  respective  life  spans  together  with  any  chemi¬ 
cally  or  pharmacologically  related  substances  in  such  diet.  Thus, 
the  safety  of  a  given  additive  involves  informed  judgments  based  on 
educated  estimates  by  scientists  and  experts  of  the  anticipated  inges¬ 
tion  of  an  additive  by  man  and  animals  under  likely  patterns  of  use. 

Reasonable  certainty  determined  in  this  fashion  that  an  additive 
will  be  safe,  will  protect  the  public  health  from  harm  and  will  permit 
sound  progress  in  food  technology. 

The  legislation  adopts  this  concept  of  safety  by  requiring  the 
Secretary  to  consider  in  addition  to  information  with  regard  to  the 
specific  additive  in  question,  among  others,  the  following  relevant 
factors:  (1)  the  probable  consumption  of  the  additive  and  of  any 
substance  formed  in  or  on  food  because  of  the  use  of  such  additive; 
(2)  the  cumulative  effect  of  such  additive  in  the  diet  of  man  or  animals, 
taking  into  account  any  chemically  or  pharmacologically  related 
substances  in  such  diet;  and  (3)  safety  factors  which  qualified  experts 
consider  appropriate  for  the  use  of  animal  experimentation  data. 

In  determining  the  safety  of  an  additive,  the  Secretary  would  have 
to  consider  not  only  the  food  to  which  the  additive  is  directly  added, 
but  also  other  foods  derived  from  such  foods.  For  example,  in  evalu¬ 
ating  the  safety  of  an  additive  for  poultry  feed,  the  Secretary  would 
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have  to  consider  any  residues  that  might  appear  in  eggs  produced  by 
the  poultry.  Similarly,  in  determining  the  safety  of  additive-treated 
cattle  feed,  account  would  have  to  be  taken  of  residues  of  the  additive 
in  the  milk  or  edible  flesh  of  the  animal. 

Since  the  scientific  investagation  and  the  other  relevant  data  to  be 
taken  into  consideration  by  the  Secretary  include  information  with 
respect  to  possible  cancer  causing  characteristics  of  a  proposed  addi¬ 
tive,  the  public  will  be  protected  from  possible  harm  on  this  count. 

Grounds  for  denial  oj  petition 

The  Secretary  would  deny  a  petition  to  establish  the  safety  of  an 
additive  if  the  data  before  the  Secretary  fail  to  establish  that  the 
proposed  use  of  the  additive  under  the  specified  conditions  of  use  will 
be  safe. 

The  Secretary  could  also  deny  a  petition  on  the  ground  that  the 
proposed  use  of  the  additive  would  promote  deception  of  the  con¬ 
sumer  in  violation  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  or 
would  otherwise  result  in  adulteration  or  in  misbranding  of  food  within 
the  meaning  of  the  Food  and  Drug  Act. 

Tolerance  limitations 

In  the  case  of  an  additive  which,  in  the  judgment  of  the  Secretary 
based  upon  a  fair  evaluation  of  the  data  before  him,  requires  a  tolerance 
limitation  in  order  to  assure  that  the  proposed  use  of  such  additive 
will  be  safe,  the  legislation  establishes  two  standards: 

(1)  The  Secretary  may  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required  to  accomplish 
the  physical  or  other  technical  effect  for  which  such  additive  is 
intended;  and 

(2)  The  Secretary  may  not  establish  a  regulation  for  such  pro¬ 
posed  use  if  he  finds  upon  a  fair  evaluation  of  the  data  before  him 
that  such  data  do  not  establish  that  such  use  would  accomplish 
the  intended  physical  or  other  technical  effect. 

The  phrase  “physical  or  other  technical  effect”  refers  to  the  objective 
effect  which  the  additive  may  have  on  the  appearance,  flavor,  texture, 
or  other  aspects  of  a  food.  The  question  of  whether  an  additive  pro¬ 
duces  such  effect  (or  how  much  of  an  additive  is  required  for  such 
effect)  is  a  factual  one,  and  does  not  involve  any  judgment  on  the  part 
of  the  Secretary  of  whether  such  effect  results  in  any  added  “value”  to 
the  consumer  of  such  food  or  enhances  the  marketability  from  a 
merchandising  point  of  view. 

Public  hearings 

Any  person  adversely  affected  by  an  order  of  the  Secretary  may  file 
objections  thereto  and  request  a  public  hearing.  At  such  hearings  the 
Secretary  would  receive  evidence  relevant  and  material  to  the  issues 
raised  and  would  by  order  act  upon  such  objections. 

Judicial  review 

The  problem  of  the  scope  of  judicial  review  under  this  legislation 
is  an  important  one.  It  was  discussed  exhaustively  by  several  wit¬ 
nesses  before  the  House  subcommittee,  including  a  Federal  judge  who 
testified  on  behalf  of  the  Judicial  Conference  of  the  United  States. 

Your  committee  agrees  with  the  House  that  the  Secretary’s  findings 
of  fact  and  orders  should  not  be  based  on  isolated  evidence  in  the 
record,  which  evidence  in  and  of  itself  may  be  considered  substantial 
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without  taking  account  of  contradictory  evidence  of  possibly  equal 
or  even  greater  substance. 

Following  the  appearance  before  it  of  a  panel  of  outstanding 
scientists,  the  House  subcommittee  expressed  itself  as  impressed  with 
the  wide  range  of  scientific  judgment  factors  which  are  involved  in 
determining  the  safety  of  a  food  additive.  Considering  the  eminent 
qualifications  of  all  the  scientists  and  experts  who  participated  in 
these  panel  hearings,  the  scientific  testimony  of  any  one  of  the  partici¬ 
pants  must  lie  considered  “substantial  evidence.”  Nevertheless,  any 
conclusions  based  solely  on  the  scientific  judgment  of  any  one  of  the 
participants  without  taking  account  of  contradictory  scientific  views 
expressed  by  other  participants  cannot  be  considered  conclusions 
based  upon  a  fair  evaluation  of  the  entire  record. 

Thus,  under  this  legislation,  the  Secretary’s  findings  of  fact  and 
orders  based  thereon  must  be  based  upon  a  fair  evaluation  of  the 
entire  record.  The  committee  adopted  the  language  “fair  evaluation  - 
of  the  entire  record”  because  it  seemed  to  express  most  clearly  the  f 
standard  of  judicial  review  of  administrative  findings  of  fact  and  orders 
based  thereon  which  the  committee  feels  should  prevail. 

The  bill  provides  that  the  reviewing  court  shall  not  sustain  the  order 
of  the  Secretary  if  he  failed  to  base  such  order  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing,  or  if  he  failed  to  include  in  such 
order  a  statement  setting  forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based.  The  court  must  sustain  the  findings 
of  the  Secretary  with  respect  to  questions  of  fact  if  based  upon  a  fair 
evaluation  of  the  entire  record. 

Judicial  review  of  any  order  of  the  Secretary  under  this  legislation 
may  be  obtained  in  the  United  States  court  of  appeals  for  the  circuit 
wherein  appellant  resides,  or  has  his  principal  place  of  business,  or  in 
the  United  States  Court  of  Appeals  for  the  District  of  Columbia. 

As  the  House  committee’s  report  makes  clear,  the  specific  language 
of  this  bill — -“fair  evaluation  of  the  entire  record” — represents  a  new 
standard  of  judicial  review,  which  differs  from  the  standard  of  “sub¬ 
stantial  evidence  on  the  record  as  a  whole”  that  has  heretofore  been 
the  criterion.  The  chairman  of  the  House  subcommittee  that  drafted 
and  reported  the  bill,  Hon.  John  Bell  Williams,  used  the  following  m 
words  in  explaining  to  the  House  this  significant  change  in  existing  law:  ^ 

Ever  since  the  Congress  began  delegating  regulatory 
functions  to  administrative  agencies  of  the  Government  there 
has  been  disagreement  among  lawyers  as  to  the  fairness  of  the 
procedures  under  which  the  agencies  operate.  In  1946,  the 
Administrative  Procedure  Act  was  passed  in  an  effort  to 
formalize  the  day-to-day  rulemaking  and  regulatory  proce¬ 
dures  of  Government  agencies.  The  1946  act  provides  that 
unless  the  findings  of  fact  upon  which  administrative  orders 
are  based  are  supported  by  “substantial  evidence”  a  Federal 
court  of  appeals  can  reverse  the  order  of  the  administrative 
agency.  Court  decisions  have  required  that  an  administra¬ 
tive  agency  must  give  consideration  to  the  entire  record, 
including  contradictory  evidence,  when  it  determines  facts. 

Manufacturers  of  food  and  of  food  additives  have  mani¬ 
fested  concern  that  under  an  administrative  type  of  control 
over  the  use  of  food  additives,  such  as  is  provided  by  H.  R. 

13254,  it  would  be  possible  for  the  institutional  decisions  of 
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the  Secretary  of  Health,  Education,  and  Welfare  to  be  based, 
for  example,  more  upon  the  personal  convictions  of  scientists 
employed  by  the  Food  and  Drug  Administration  regarding 
the  safety  of  an  additive  than  upon  the  inferences  fairly  to 
be  drawn  from  the  scientific  evidence  of  record.  H.  R. 
13254  provides  that  orders  regarding  the  use  of  food  additives 
must  “be  based  upon  a  fair  evaluation  of  the  entire  record." 

The  committee  has  endeavored  to  prescribe  a  new  statutory 
criterion  requiring  that  a  high  standard  of  fairness  be  ob¬ 
served  in  administrative  rulemaking  under  this  bill.  Per¬ 
sonal  attitudes  or  preferences  of  administrative  officials  could 
not  prevail  on  the  basis  of  being  supported  by  substantial 
evidence  picked  from  the  record  without  regard  to  other 
evidence  of  probative  value  in  the  record.  The  United  States 
Courts  of  Appeals  will  be  able  to  enforce  this  high  standard 
by  determining  whether  the  Secretary  of  Health,  Education, 
and  Welfare  has  given  appropriate  consideration  to  the  infer¬ 
ences  which  should  fairly  be  drawn  from  all  of  the  evidence 
of  record. 

Effective  date 

This  legislation  will,  except  as  hereinafter  stated,  take  effect  on  the 
date  on  which  it  is  enacted.  Thus  the  Food  and  Drug  Administration 
can  immediately  begin  making  determinations  as  to  the  safety  of  food 
additives. 

However,  since  it  will  take  a  certain  amount  of  time  to  make  these 
determinations  of  safety,  the  provisions  of  section  3  of  the  legislation 
(which  will  have  the  effect  of  permitting  seizure,  injunction  suits,  and 
criminal  prosecutions  on  account  of  the  shipment  in  interstate  com¬ 
merce  of  an  additive,  or  food  containing  an  additive,  which  has  not 
been  determined  to  be  safe)  will  not  take  effect  until  180  days  after 
the  enactment  of  this  legislation. 

A  further  exception  is  made  in  the  case  of  any  particular  commercial 
use  of  a  food  additive  if  such  use  began  before  January  1,  1958.  In 
the  case  of  such  use,  section  3  would  take  effect  either  on  the  estab¬ 
lishment  of  an  order  with  respect  to  the  safety  of  such  use,  or  18 
months  after  the  date  of  enactment  of  the  legislation  (unless  extended 
by  the  Secretary  for  not  more  than  an  additional  12  months),  which¬ 
ever  date  occurs  first. 

Meat  inspection 

The  bill  as  amended  provides  that  nothing  in  this  legislation  shall 
be  construed  to  exempt  any  meat  or  meat  food  product  or  any  person 
from  any  requirement  imposed  by  or  pursuant  to  the  Meat  Inspection 
Act  of  March  4,  1907.  This  provision  would  leave  unaffected  the 
jurisdiction  of  the  Department  of  Agriculture  with  respect  to  the  use 
of  food  additives  in  meat  or  meat  food  products  in  establishments 
which  are  subject  to  the  Meat  Inspection  Act. 

DEPARTMENTAL  REPORT 

The  report  of  the  Secretary  of  Health,  Education,  and  Welfare  on 
S.  4193,  sponsored  by  Senator  Hill  and  Senator  Smith  of  New  Jersey, 
which  is  identical,  save  for  the  nonsubstantive  amendments  added 
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by  your  committee  and  one  amendment  accepted  by  the  committee 
on  the  House  of  Representatives  and  discussed  below,  is  as  follows: 


Department  of  Health,  Education,  and  Welfare, 

July  29,  1958. 

Hon.  Lister  Hill, 

Chairman,  Committee  on  Labor  and  Public  Welfare, 

United  States  Senate,  Washington,  D.  C. 

Dear  Mr.  Chairman:  This  is  in  response  to  your  request  for  a 
report  on  S.  4193,  a  bill  to  protect  the  public  health  by  amending  the 
Federal  Food,  Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of 
additives  which  have  not  been  adequately  tested  to  establish  their 
safety. 

S.  4193  is  in  substantial  agreement  with  S.  1895  which  was  drafted 
in  this  Department  and  submitted  to  the  President  of  the  Senate 
with  our  letter  of  April  5,  1957  (copy  enclosed).  The  discussion  of 
the  principal  features  of  the  draft  bill,  which  accompanied  our  letter 
of  April  5,  would  apply  in  general  to  S.  4193. 

We  understand  that  S.  4193  is  identical  with  H.  R.  13254,  the  bill 
drafted  by  the  House  Committee  on  Interstate  and  Foreign  Commerce 
after  it  held  extensive  hearings  on  food  additives  legislation.  In  our 
letter  of  July  11,  1958,  to  the  chairman  of  the  House  Committee  on 
Interstate  and  Foreign  Commerce,  we  endorsed  H.  R.  13254  and  it 
has  now  been  reported  favorably  by  the  House  committee. 

S.  4193  would  accomplish  the  public  health  benefits  that  we  en¬ 
visioned  in  drafting  proposed  legislation  last  year.  We  urgently 
recommend  its  enactment  or  the  enactment  of  H.  R.  13254  at  this 
session  of  Congress. 

In  view  of  the  urgency,  time  has  not  permitted  the  submission  of 
this  report  to  the  Bureau  of  the  Budget  in  accordance  with  the  usual 
procedure. 

Sincerely  yours, 


Elliot  L.  Richardson, 

Assistant  Secretary. 


amendments 


Two  amendments  made  by  your  committee  to  the  bill  as  passed  by 
the  House  are  explained  below.  We  would  like,  in  addition,  to  call 
attention  to  the  fact  that  the  Committee  on  Interstate  and  Foreign 
Commerce  of  the  House  of  Representatives,  before  bringing  the  bill 
to  a  vote  in  the  House,  decided  to  add  to  its  previously  approved  bill 
the  provision  which  appears  on  page  8  of  the  House-passed  bill  (lines 
10  to  15)  and  reads  as  follows: 

Provided,  That  no  additive  shall  be  deemed  to  be  safe  if  it  is 
found  to  induce  cancer  when  ingested  by  man  or  animal,  or 
if  it  is  found,  after  tests  which  are  appropriate  for  the 
evaluation  of  the  safety  of  food  additives,  to  induce  cancer 
>n  man  or  animal; 

Your  committee,  which  has  the  responsibility  in  the  Senate  of  con¬ 
sidering  all  legislation  primarily  relating  to  the  health  of  our  people, 
is  well  aware  and  thoroughly  approving  of  the  vast  amount  of  time 
and  energy  which  Congressman  Delaney,  author  of  that  amendment, 
has  devoted  to  the  fight  against  cancer  and  to  our  attempts  to  find 
its  cause  and  cure.  We  have  no  objections  to  that  amendment  what- 


FOOD  ADDITIVES  AMENDMENT  OF  195  8 


11 


soever,  but  we  would  point  out  that  in  our  opinion  it  is  the  intent  and 
purpose  of  this  bill,  even  without  that  amendment,  to  assure  our 
people  that  nothing  shall  be  added  to  the  foods  they  eat  which  can 
reasonably  be  expected  to  produce  any  type  of  illness  in  humans  or 
animals.  We  applaud  Congressman  Delaney  for  having  taken  this, 
as  he  has  every  other  opportunity,  to  focus  our  attention  on  the 
cancer-producing  potentialities  of  various  substances,  but  we  want  the 
record  to  show  that  in  our  opinion  the  bill  is  aimed  at  preventing  the 
addition  to  the  food  our  people  eat  of  any  substances  the  ingestion  of 
which  reasonable  people  would  expect  to  produce  not  just  cancer  but 
any  disease  or  disability.  In  short,  we  believe  the  bill  reads  and 
means  the  same  with  or  without  the  inclusion  of  the  clause  referred  to. 
This  is  also  the  view  of  the  Food  and  Drug  Administration. 

The  first  of  the  amendments  added  to  the  bill  by  your  committee 
appears  on  page  15  as  section  8  of  the  bill.  It  would  increase  the 
salary  of  the  Commissioner  of  Food  and  Drugs  from  $17,500  to  $20,000. 
In  recommending  this  increase,  the  Department  of  Health,  Education, 
and  Welfare  set  forth  its  reasoning  in  a  memorandum  to  the  committee 
which  we  set  forth  herewith. 

July  24,  1958. 

Memorandum  to  the  Committee  on  Labor  and  Public  Welfare, 

United  States  Senate 

SALARY  OF  THE  COMMISSIONER  OF  FOOD  AND  DRUGS 

The  position  of  Commissioner  of  Food  and  Drugs  is  currently 
classified  as  GS-18,  which  carries  a  salary  of  $17,500.  In  the  light 
of  the  scope  and  complexity  of  the  program  administered  by  the 
Commissioner  of  Food  and  Drugs  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  believes  that  his  salary  should  be  increased  to 
$20,000. 

The  importance  of  such  an  increase  in  the  salary  of  the  Commis¬ 
sioner  of  Food  and  Drugs  has  now  been  accentuated  by  the  provision 
of  the  recent  Classified  Pay  Act  under  which  five  much-needed  scien¬ 
tific  supergrade  positions  have  been  assigned  to  the  Food  and  Drug 
Administration.  Two  of  these  positions  will  carry  salaries  higher 
than  the  current  salary  of  the  Commissioner;  three  will  carry  the 
same  salary. 

Statutory  language  to  provide  for  the  proposed  increase  is  attached. 

Elliot  L.  Richardson, 

Assistant  Secretary. 

Your  committee  not  only  agrees  with  the  Department  but  also 
believes  the  recommended  action  to  be  long  overdue.  We  unani¬ 
mously  recommend  its  approval. 

The  second  amendment  adopted  by  the  committee  has  to  do  with 
key  personnel  attached  to  the  National  Institutes  of  Health.  It 
appears  as  section  9  on  page  15  of  the  bill.  It  does  not  change  the 
maximum  salary  limitations  under  that  section  of  the  act  it  amends, 
nor  does  it  increase  the  total  number  of  supergrade  positions  allocated 
by  the  Congress  to  the  National  Institutes  of  Health.  It  merely 
clarifies  the  intent  of  the  Congress  that,  just  as  in  the  case  of  the  re¬ 
cently  enacted  National  Aeronautics  and  Space  Act  in  which  that 
intent  was  explicitly  set  forth,  so  too  in  the  case  of  the  National  Insti- 
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tutes  of  Health  clo  we  intend  to  permit  the  employment  in  these  key 
positions  of  men  with  superior  executive  and  administrative  skills 
as  well  as  men  with  superior  scientific  and  professional  skills. 

CHEMICAL  PRESERVATIVES 

During  the  committee’s  deliberations  on  this  measure,  Senator 
Goldwater  questioned  Commissioner  Larrick  of  the  Food  and  Drug- 
Administration  concerning  the  Department’s  policies  and  regulations 
with  respect  to  preservatives  which  might  be  added  to  cantaloups 
and  other  produce  of  the  soil  after  harvesting.  While  those  questions 
are  the  subject  of  other  legislation  already  on  the  statute  books  and  do 
not  relate  to  the  measure  before  us,  the  committee  believes  that  the 
explanation  given  by  Commissioner  Larrick  concerning  current  law, 
policies,  and  regulations  bearing  on  that  problem  may  well  be  of  in¬ 
terest  to  individuals  concerned  with  any  aspect  of  legislation  dealing 
with  the  safety  of  foodstuffs.  Therefore,  and  in  response  to  Senator 
Goldwater’s  request,  the  committee  is  happy  to  include  in  this  report 
that  confirmatory  letter  sent  by  Commissioner  Larrick  to  the  chair¬ 
man  of  this  committee  which  sums  up  the  Commissioner’s  replies  to 
Senator  Goldwater’s  questions.  It  is  as  follows: 

Department  op  Health,  Education,  and  Welfare, 

August  15,  1958. 

Hon.  Lister  Hill, 

Chairman,  Committee  on  Labor  and  Public  Welfare, 

United  States  Senate,  Washington,  D.  C. 

Dear  Mr.  Chairman:  This  confirms  the  statement  I  made  today 
before  the  Committee  on  Labor  and  Public  Welfare  in  response  to 
questions  by  Senator  Goldwater  about  the  required  declaration  of  the 
presence  and  the  names  of  chemical  preservatives  on  cantaloups  and 
other  produce  of  the  soil. 

Cantaloups  and  other  produce  of  the  soil  are  not  required  to  have 
a  sticker  label  on  them  for  this  purpose.  If  they  are  treated  with  a 
pesticide  chemical  after  harvest  to  prevent  deterioration,  it  is  enough 
that  the  shipping  container  has  a  label  giving  this  information.  If  the 
cantaloups  are  taken  away  from  the  containers  for  retail  sales  display, 
all  we  require  is  that  there  be  a  counter  card  containing  the  infor¬ 
mation.  Each  melon  need  not  be  marked. 

Pesticide  chemicals  applied  before  harvest  are  used  under  spray 
schedules  and  other  safeguards  developed  by  the  Department  of 
Agriculture  and  disseminated  by  the  county  agents,  and  by  labeling 
on  the  pesticides  themselves.  Since  the  packing-shed  operator 
ordinarily  has  no  means  of  knowing  what  pesticides  may  have  been 
used  in  growing  all  the  fruit  he  buys,  we  have  issued  an  exempting 
regulation  recognizing  that  it  is  impractical  for  him  to  label  fruit 
with  information  as  to  the  preharvest  treatment.  We  could  not  extend 
this  exemption  to  postharvest  treatments  because  we  could  not  make 
the  statutory  finding  that  the  label  declaration  was  impractical. 

We  have  recognized  that  it  may  be  impractical  in  the  retail  store 
to  name  on  the  counter  card  the  pesticides  on  citrus  fruit,  and  have 
proposed  a  regulation  to  require  that  the  counter  card  have  only  the 
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information  that  a  preservative  has  been  used,  but  not  the  name  of  the 
preservative. 

Sincerely  yours, 

Geo.  P.  Larrick, 
Commissioner  of  Food  and  Drugs. 

CHANGES  IN  EXISTING  LAW 

In  compliance  with  subsection  (4)  of  rule  XXIX  of  the  Standing 
Rules  of  the  Senate,  changes  in  existing  law  made  by  the  bill,  as  re¬ 
ported,  are  shown  as  follows  (existing  law  proposed  to  be  omitted  is 
enclosed  in  black  brackets,  new  matter  is  printed  in  italics,  existing 
law  in  which  no  change  is  proposed  is  shown  in  roman) : 

FEDERAL  FOOD,  DRUG,  AND  COSMETIC  ACT,  AS  AMENDED 

AN  ACT  To  prohibit  the  movement  in  interstate  commerce  of  adulterated  and 
misbranded  food,  drugs,  devices,  and  cosmetics,  and  for  other  purposes 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the  United 
States  of  America  in  Congress  assembled, 

Chapter  I — Short  Title 

Section  1.  This  Act  may  be  cited  as  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

Chapter  II — Definitions 

Sec.  201.  For  the  purposes  of  this  Act — 

******* 

(s)  The  term  “food  additive”  means  any  substance  the  intended  use  of 
which  results  or  may  reasonably  be  expected  to  result,  directly  or  indirectly, 
in  its  becoming  a  component  or  otherwise  affecting  the  characteristics  of 
any  food  { including  any  substance  intended  for  use  in  producing,  manu¬ 
facturing,  packing,  processing,  preparing,  treating,  packaging,  trans¬ 
porting,  or  holding  food;  and  including  any  source  of  radiation  intended 
for  any  such  use),  if  such  substance  is  not  generally  recognized,  among 
experts  qualified  by  scientific  training  and  experience  to  evaluate  its 
safety,  as  having  been  adequately  shown  through  scientific  procedures 
(or,  in  the  case  of  a  substance  used  in  food  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  experience  based  on  co7nmon  use 
in  food)  to  be  safe  under  the  conditions  of  its  intended  use;  except  that 
such  term  does  not  include — 

“( 1 )  a  pesticide  chemical  in  or  on  a  raw  agricultural  commodity; 
or 

{2)  a  pesticide  chemical  to  the  extent  that  it  is  intended  for  use 
or  is  used  in  the  production,  storage,  or  transportation  of  any  raw 
agricultural  commodity ;  or 

(3)  any  substance  used  in  accordance  with  a  sanction  or  approval 
'  granted  prior  to  the  enactment  of  this  paragraph  pursuant  to  this 
Act  or  the  Meat  Inspection  Act  of  March  4,  1907  {34  Stat.  1260),  as 
amended  and  extended  {21  U.  S.  C.  71  and.  the  following)  . 

{t)  The  term  “safe”,  as  used  in  paragraph  (s)  of  this  section  and  in 
section  409,  has  reference  to  the  helath  of  man  or  animal. 
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Chapter  III — Prohibited  Acts  and  Penalties 

PROHIBITED  ACTS 

Sec.  301.  The  following  acts  and  the  causing  thereof  are  hereby 
phohibited  : 

(j)  The  using  by  any  person  to  his  own  advantage,  or  revealing, 
other  than  to  the  Secretary  or  officers  or  employees  of  the  Department, 
or  to  the  courts  when  relevant  in  any  judicial  proceeding  under  this 
Act,  any  information  acquired  under  authority  of  section  404,  409, 
505,  506,  507,  or  704  concerning  any  method  or  process  which  as  a 
trade  secret  is  entitled  to  protection. 

Chapter  IV — Food 

ADULTERATED  FOOD 

Sec.  402.  A  food  shall  be  deemed  to  be  adulterated — - 

(a)  (1)  If  it  bears  or  contains  any  poisonous  or  deleterious  sub¬ 
stance  which  may  render  it  injurious  to  health;  but  in  case  the  sub¬ 
stance  is  not  an  added  substance  such  food  shall  not  be  considered 
adulterated  under  this  clause  if  the  quantity  of  such  substance  in  such 
food  does  not  ordinarily  render  it  injurious  to  health;  or  (2)  (A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious  substance, 
[except]  ( except  a  pesticide  chemical  in  or  on  a  raw  agricultural 
[commodity,]  commodity  and  except  a  food  additive )  which  is  unsafe 
within  the  meaning  of  section  406,  or  ( B )  if  it  is  a  raw  agricultural 
commodity  and  it  bears  or  contains  a  pesticide  chemical  which  is 
unsafe  within  the  meaning  of  section  [408  (a)]  408  (a),  or  ( C )  if 
it  is,  or  it  bears  or  contains,  any  food  additive  which  is  unsafe  within  the 
meaning  of  section  409:  Provided,  That  where  a  pesticide  chemical  has 
been  used  in  or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section  408  and  such 
raw  agricultural  commodity  has  been  subjected  to  processing  such  as 
canning,  cooking,  freezing,  dehydrating,  or  milling,  the  residue  of  such 
pesticide  chemical  remaining  in  or  on  such  processed  food  shall,  notwith¬ 
standing  the  provisions  of  sections  406  and  409,  not  be  deemed  unsafe  if 
such  residue  in  or  on  the  raw  agricultural  commodity  has  been  removed 
to  the  extent  possible  in  good  manufacturing  practice  and  the  concentra¬ 
tion  of  such  residue  in  the  processed  food  when  ready  to  eat  is  not  greater 
than  the  tolerance  prescribed  for  the  raw  agricultural  commodity,  or 
(3)  if  it  consists  in  whole  or  in  part  of  any  filthy,  putrid,  or  decom¬ 
posed  substance,  or  if  it  is  otherwise  unfit  for  food;  or  (4)  if  it  has 
been  prepared,  packed,  or  held  under  insanitary  conditions  whereby 
it  may  have  become  contaminated  with  filth,  or  whereby  it  may  have 
been  rendered  injurious  to  health;  or  (5)  if  it  is,  in  whole  or  in  part,  the 
product  of  a  diseased  animal  or  of  an  animal  which  has  died  other¬ 
wise  than  by  slaughter;  or  (6)  if  its  container  is  composed,  in  whole 
or  in  part,  of  any  poisonous  or  deleterious  substance  which  may  render 
the  contents  injurious  to  health;  or  (7)  if  it  has  been  intentionally 
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subjected  to  radiation,  unless  the  use  of  the  radiation  was  in  conformity 
with  a  regulation  or  exemption  in  effect  pursuant  to  section  409. 
******* 

TOLERANCES  FOR  POISONOUS  INGREDIENTS  IN  FOOD  AND  CERTIFICATION 
OF  COAL-TAR  COLORS  FOR  FOOD 

Sec.  406.  (a)  Any  poisonous  or  deleterious  substance  added  to  any 
food,  except  where  such  substance  is  required  in  the  production 
thereof  or  cannot  be  avoided  by  good  manufacturing  practice  shall 
be  deemed  to  be  unsafe  for  purposes  of  the  application  of  clause  (2)  ( A ) 
of  section  402  (a) ;  but  when  such  substance  is  so  required  or  cannot 
be  so  avoided,  the  Secretary  shall  promulgate  regulations  limiting 
the  quantity  therein  or  thereon  to  such  extent  as  he  finds  necessary 
for  the  protection  of  public  health,  and  any  quantity  exceeding  the 
limits  so  fixed  shall  also  be  deemed  to  be  unsafe  for  purposes  of  the 
application  of  clause  (2)  (A)  of  section  402  (a).  While  such  a  regula¬ 
tion  is  in  effect  limiting  the  quantity  of  any  such  substance  in  the 
case  of  any  food,  such  food  shall  not,  by  reason  of  bearing  or  con¬ 
taining  any  added  amount  of  such  substance,  be  considered  to  be 
adulterated  within  the  neaning  of  clause  (1)  of  section  402  (a).  In 
determining  the  quantity  of  such  added  substance  to  be  tolerated  in 
or  on  different  articles  of  food  the  Secretary  shall  take  into  account 
the  extent  to  which  the  use  of  such  substance  is  required  or  cannot 
be  avoided  in  the  production  of  each  such  article,  and  the  other  ways 
in  which  the  consumer  may  be  affected  by  the  same  or  other  poisonous 
or  deleterious  substances. 

*  *****  * 

FOOD  ADDITIVES 

Unsafe  Food  Additives 

Sec.  409.  (a)  A  food  additive  shall,  with  respect  to  any  particular  use 
or  intended  use  of  such  additives,  be  deemed  to  be  unsafe  for  the  purposes  of 
the  application  of  clause  ( 2 )  (fj)  of  section  402  (a) ,  unless — 

{1 )  it  and  its  use  or  intended  use  conform  to  the  terms  of  an 
exemption  which  is  in  effect  pursuant  to  subsection  (i)  of  this  section; 
or 

(2)  there  is  in  effect,  and  it  and  its  use  or  intended  use  are  in 
conformity  with,  a  regulation  issued  under  this  section  prescribing 
the  conditions  under  which  such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is  in  efect,  a  food  shall 
not,  by  reason  of  bearing  or  containing  such  an  additive  in  accordance  with 
the  regulation,  be  considered  adulterated  within  the  meaning  of  clause  ( 1 ) 
of  section  402  ( a ) . 

Petition  To  Establish  Safety 

(b)  ( 1 )  Any  person  may,  with  respect  to  any  intended  use  of  a  food 
additive,  file  with  the  Secretary  a  petition  proposing  the  issuance  of  a 
regulation  prescribing  the  conditions  under  which  such  additive  may  be 
safety  used. 
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(2)  Such  petition  shall,  in  addition  to  any  explanatory  or  supporting 
data,  contain — 

(A)  the  name  and  all  pertinent  information  concerning  such  jo od 
additive,  including,  where  available,  its  chemical  identity  and 
composition ; 

(  P>)  a  statement  oj  the  conditions  oj  the  proposed  use  oj  such 
additive,  including  all  directions,  recommendations ,  and  suggestions 
proposed  for  the  use  of  such  additive,  and  including  specimens  of 
its  proposed  labeling ; 

{ C )  all  relevant  data  bearing  on  the  physical  or  other  technical 
effect  such  additive  is  intended  to  produce,  and  the  quantity  of  such 
additive  required  to  produce  such  effect; 

(D)  a  description  of  practicable  methods  for  determining  the 
quantity  of  such  additive  in  or  on  food,  and  any  substance  formed 
in  or  on  food,  because  of  its  use;  and 

(E)  full  reports  of  investigations  made  with  respect  to  the  safety 
for  use  of  such  additive,  including  full  information  as  to  the  methods 
and  controls  used  in  conducting  such  investigations . 

( 3 )  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish  {or,  if 
the  petitioner  is  not  the  manufacturer  of  such  additive,  the  petitioner  shall 
have  the  manufacturer  of  such  additive  furnish,  without  disclosure  to  the, 
petitioner)  a  full  description  of  the  methods  used  in,  and  the  facilities 
and  controls  used  for,  the  production  of  such  additive. 

(f)  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish  samples 
of  the  food  additive  involved,  or  articles  used  as  components  thereof,  and 
of  the  food  in  or  on  which  the  additive  is  proposed  to  be  used. 

(5)  Notice  of  the  regulation  proposed  by  the  petitioner  shall  be  published 
in  general  terms  by  the  Secretary  within  thirty  days  after  filing . 

Action  on  the  Petition 

(c)  (1)  The  Secretary  shall — 

(A)  by  order  establish  a  regulation  {whether  or  not  in  accord  with 
that  proposed,  by  the  petitioner)  prescribing ,  with  respect  to  one  or 
more  proposed  uses  of  the  food  additive  involved,' the  conditions  under 
which  such  additive  may  be  safely  used  {including,  but  not  limited 
to,  specifications  as  to  the  particular  food  or  classes  of  food  in  or  in 
which  such  additive  may  be  used,  the  maximum  quantity  which  may 
be  used  or  permitted  to  remain  in  or  on  such  food,  the  manner  in 
which  such  additive  may  be  added  to  or  used  in  or  on  such  food,  and 
any  directions  or  other  labeling  or  packaging  requirements  for  such 
additive  deemed  necessary  by  him  to  assure  the  safety  of  such  use), 
and  shall  notify  the  petitioner  ofjsuch  order  and  the  reasons  for  such 
action;  or 

{B)  by  order  deny  the  petition,  and  shall  notify  the  petitioner  of 
such  order  and  of  the  reasons  for  such  action. 

{2)  The  order  required  by  paragraph  {1)  (A)  or  (B)  of  this  subsection 
shall  be  issued  within  ninety  days  after  the  date  of  filing  of  the  petition, 
except  that  the  Secretary  may  {prior  to  such  ninetieth  day),  by  written 
notice  to  the  petitioner,  extend  such  ninety-day  period  to  such  time  {not 
more  than  one  hundred  and  eighty  days  after  the  date  of  filing  of  the 
petition)  as  the  Secretary  deems  necessary  to  enable  him  to  study  and 
investigate  the  petition. 
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(3)  No  such  regulation  shall  issue  if  a  fair  evaluation  of  the  data  be¬ 
fore  the  Secretary — 

(A)  fails  to  establish  that  the  proposed  use  of  the  food  additive, 
under  the  conditions  of  use  to  be  specified  in  the  regulation,  will  be 
safe:  Provided,  That  no  additive  shall  be  deemed  to  be  safe  if  it  is 
found  to  induce  cancer  when  ingested  by  man  or  animal,  or  if  it 
is  found,  after  tests  which  are  appropriate  for  the  evaluation  of  the 
safety  of  food  additives,  to  induce  cancer  in  man  or  animal;  or 

(. B )  shows  that  the  proposed  use  of  the  additive  would  promote 
deception  of  the  consumer  in  violation  of  this  Act  or  would  otherwise 
result  in  adulteration  or  in  misbranding  of  food  within  the  meaning 
of  this  Act. 

(4)  If,  in  the  judgment  of  the  Secretary,  based  upon  a  fair  evaluation 
of  the  data  before  him,  a  tolerance  limitations  is  required  in  order  to  assure 
that  the  proposed  use  of  an  additive  will  be  safe,  the  Secretary — 

(A)  shall  not  fix  such  tolerance  limitation  at  a  level  higher  than 
he  finds  to  be  reasonably  required  to  accomplish  the  physical  or 
other  technical  effect  for  which  such  additive  is  intended;  and 

(. B )  shall  not  establish  a  regulation  for  such  proposed  use  if  he 
finds  upon  a  fair  evaluation  of  the  data  before  him  that  such  data 
do  not  establish  that  such  use  would  accomplish  the  intended  phys¬ 
ical  or  other  technical  effect. 

(5)  In  determining,  for  the  purposes  of  this  section,  whether  a  proposed 
use  of  a  food  additive  is  safe,  the  Secretary  shall  consider  among  other 
relevant  factors — 

(. A )  the  probable  consumption  of  the  additive  and  of  any  sub¬ 
stance  formed  in  or  on  food  because  of  the  use  of  the  additive; 

(B)  the  cumulative  effect  of  such  additive  in  the  diet  of  man  or 
animals,  taking  into  account  any  chemically  or  pharmacologically 
related  substance  or  substances  in  such  diet;  and 

(C)  safety  factors  which  in  the  opinion  of  experts  qualified  by 
scientific  training  and  experience  to  evaluate  the  safety  of  food 
additives  are  generally  recognized  as  appropriate  for  the  use  of 
animal  experimentation  data. 

Regulation  Issued  on  Secretary's  Initiative 

(d)  The  Secretary  may  at  any  time,  upon  his  own  initiative,  propose 
the  issuance  of  a  regulation  prescribing ,  with  respect  to  any  particular 
use  of  a  food  additive,  the  conditions  under  which  such  additive  may  be 
safely  used,  and  the  reasons  therefor.  After  the  thirtieth  day  following 
publication  of  such  a  proposal,  the  Secretary  may  by  order  establish  a 
regulation  based  upon  the  proposal. 

Publication  and  Effective  Date  of  Orders 

(e)  Any  order,  including  any  regulation  established  by  such  order, 
issued  under  subsection  (c)  or  (d)  of  this  section,  shall  be  published  and 
shall  be  effective  upon  publication,  but  the  Secretary  may  stay  such  effec¬ 
tiveness  if,  after  issuance  of  such  order,  a  hearing  is  sought  with  respect 
to  such  order  pursuant  to  subsection  (/) . 
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Objections  and  Public  Hearing 

(f)  (1)  Within  thirty  days  after  'publication  of  an  order  made  pursuant 
to  subsection  (c)  or  (d)  of  this  section,  any  person  adversely  affected  by 
such  an  order  may  file  objections  thereto  with  the  Secretary,  specifying  with 
particularity  the  provisions  of  the  order  deemed  objectionable,  stating 
reasonable  grounds  therefor,  and  requesting  a  public  hearing  upon  such 
objections.  The  Secretary  shall,  after  due  notice ,  as  promptly  as  possible 
hotd  such  public  hearing  for  the  purpose  of  receiving  evidence  relevant  and 
material  to  the  issues  raised  by  such  objections,  vis  soon  as  practicable 
after  completion  of  the  hearing,  the  Secretary  shall  by  order  act  upon 
such  objections  and  make  such  order  public. 

(2)  Such  order  shall  be  based  upon  a  fair  valuation  of  the  entire  record 
at  such  hearing,  and  shall  include  a  statement  setting  forth  in  detail  the 
findings  and  conclusions  upon  which  the  order  is  based. 

(3)  The  Secretary  shall  specify  in  the  order  the  date  on  which  it  shall 
take  e  ffect,  except  that  it  shall  not  be  made  to  take  effect  prior  to  the  ninetieth 
day  after  its  publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which  event  the 
Secretary  shall  specify  in  the  order  his  findings  as  to  such  conditions. 

Judicial  Review 

(g)  ( 1 )  In  a  case  of  actual  controversy  as  to  the  validity  of  any  order 
issued  under  subsection  (/),  including  any  order  thereunder  with  respect 
to  amendment  or  repeal  of  a  regulation  issued  under  this  section,  any 
perons  who  will  be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  Court  of  Appeals  for  the  circuit 
wherein  such  person  resides  or  has  his  principal  place  of  business,  or  in 
the  United  States  Court  of  Appeals  for  the  District  of  Columbia  Circuit, 
within  sixty  days  after  the  entry  of  such  order,  a  petition  praying  that 
the  order  be  set  aside  in  vihole  or  in  part. 

(2)  A  copy  of  such  petition  shall  be  forthwith  served  upon  the  Secretary, 
or  upon  any  officer  designated  by  him  for  that  purpose,  and  thereupon  the 
Secretary  shall  certify  and  file  in  the  court  a  transcript  of  the  proceedings 
and  the  record  on  which  he  based  his  order.  Upon  such  filing,  the  court 
shall  have  exclusive  jurisdiction  to  affirm  or  set  aside  the  order  complained 
of  in  whole  or  in  part.  The  findings  of  the  Secretary  with  respect  to 
questions  of  fact  shall  be  sustained  if  based  upon  a  fair  evaluation  of  the 
entire  record  at  such  hearing.  The  court  shall  advance  on  the  docket  and 
expedite  the  dispositio  n  of  all  causes  filed  therein  pursuant  to  this  section 

C 3 )  The  court,  on  such  judicial  review,  shall  not  sustain  the  order  of  the 
Secretary  of  he  failed  to  comply  with  any  requirement  imposed  on  him 
by  subsection  (J)  ( 2 )  of  this  section. 

(j)  If  application  is  made  to  the  court  for  leave  to  adduce  additional 
evidence,  the  court  may  order  such  additional  evidence  to  be  taken  before 
the  Secretary  and  to  be  adduced  upon  the  hearing  in  such  manner  and 
upon  such  terms  and  conditions  as  to  the  court  may  seem  proper,  if  such 
evidence  is  material  and  there  were  reasonable  grounds  for  failure  to 
adduce  such  evidence  in  the  proceedings  below.  The  Secretary  may 
modify  his  findings  as  to  the  facts  and  order  by  reason  of  the  additional 
evidence  so  taken,  and  shall  file  with  the  court  such  modified  findings  and 
order. 
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(5)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole  or 
in  part,  any  order  under  this  section  shall  be  final,  subject  to  review  by 
the  Supreme  Court  of  the  United  States  upon  certiorari  or  certification 
as  provided  in  section  1 25 Jj  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not,  unless  specif¬ 
ically  ordered  by  the  court  to  the  contrary,  operate  as  a  stay  of  an  order. 

Amendment  or  Repeal  of  Regulations 

(h)  The  Secretary  shall  by  regulation  prescribe  the  procedure  by  which 
regulations  under  the  foregoing  provisions  of  this  section  may  be  amended 
or  repealed,  and  such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations. 

Exemptions  for  Investigational  Use 

(i)  Without  regard  to  subsections  (b)  to  (h),  inclusive,  of  this  section, 
the  Secretary  shall  by  regulation  provide  for  exempting  from  the  require¬ 
ments  of  this  section  any  food  additive,  and  any  bearing  or  containing 
such  additive,  intended  solely  for  investigational  use  by  qualified  experts 
when  in  his  opinion  such  exemption  is  consistent  with  the  public  health . 

PUBLIC  HEALTH  SERVICE  ACT,  AS  AMENDED  (42  U.  S.  C. 

310  (g)) 

*  *  *  *  *  * 

Sec.  208. 

(g)  The  Secretary  is  authorized  to  establish  and  fix  the  compensa¬ 
tion  for,  within  the  Public  Health  Service,  not  more  than  eighty-five 
positions  of  which  not  less  than  seventy-three  shall  be  for  the  National 
Institutes  of  Health  in  the  professional,  [and]  scientific,  and  executive 
service,  each  such  position  being  established  to  effectuate  those  re¬ 
search  and  development  activities  of  the  Public  Health  Service  which 
require  the  services  of  specially  qualified  scientific,  [or]  professional, 
and  administrative  personnel:  Provided,  That  the  rates  of  compensation 
for  positions  established  pursuant  to  the  provisions  of  this  subsection 
shall  not  be  less  than  $12,500  per  annum  nor  more  than  $19,000  per 
annum,  and  shall  be  subject  to  the  approval  of  the  Civil  Service 
Commission.  Positions  created  pursuant  to  this  subsection  shall  be 
included  in  the  classified  civil  service  of  the  United  States  but  appoint¬ 
ment  to  such  positions  shall  be  made  without  competitive  examination 
upon  approval  of  the  proposed  appointee’s  qualification  by  the  Civil 
Service  Commission  or  such  officers  and  agents  as  it  may  designate  for 
this  purpose. 
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I  CONGRESS  If  H  1  onr1  i 

2dse8sion  n.  K.  loz54 


IN  THE  SENATE  OE  THE  UNITED  STATES 

August  14, 1958 

Read  twice  and  referred  to  the  Committee  on  Labor  and  Public  Welfare 


AN  ACT 

To  protect  the  public  health  by  amending  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  prohibit  the  use  in  food  of  addi¬ 
tives  which  have  not  been  adequately  tested  to  establish 
their  safety. 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  fives  of  the  United  States  of  America  in  Congress  assembled, 

3  That  this  Act  may  be  cited  as  the  “Food  Additives  Amend- 

4  ment  of  1958”. 

5  Sec.  2.  Section  201,  as  amended,  of  the  Federal  Food, 

6  Drug,  and  Cosmetic  Act  is  further  amended  by  adding  at 

7  the  end  of  such  section  the  following  new  paragraphs: 

8  “(s)  The  term  'food  additive’  means  any  substance  the 

9  intended  use  of  which  results  or  may  reasonably  be  expected 
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to  result,  directly  or  indirectly,  in  its  becoming  a  component 
or  otherwise  affecting  the  characteristics  of  any  food  (includ¬ 
ing  any  substance  intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing,  treating,  packaging, 
transporting,  or  holding  food;  and  including  any  source  of 
radiation  intended  for  any  such  use) ,  if  such  substance  is  not 
generally  recognized,  among  experts  qualified  by  scientific 
training  and  experience  to  evaluate  its  safety,  as  having  been 
adequately  shown  through  scientific  procedures  (or,  in  the 
case  of  a  substance  used  in  food  prior  to  January  1,  1958, 
through  either  scientific  procedures  or  experience  based  on 
common  use  in  food)  to  be  safe  under  the  conditions  of  its 
intended  use;  except  that  such  term  does  not  include — 

“  ( 1 )  a  pesticide  chemical  in  or  on  a  raw  agricultural 
commodity;  or 

“(2)  a  pesticide  chemical  to  the  extent  that  it  is 
intended  for  use  or  is  used  in  the  production,  storage,  or 
transportation  of  any  raw  agricultural  commodity;  or 
“  (3)  any  substance  used  in  accordance  with  a  sanc¬ 
tion  or  approval  granted  prior  to  the  enactment  of  this 
paragraph  pursuant  to  this  Act  or  the  Meat  Inspection 
Act  of  March  4,  1907  (34  Stat.  1260) ,  as  amended  and 
extended  (21  U.  S.  C.  71  and  the  following). 

(t)  The  term ‘safe’,  as  used  in  paragraph  (s)  of  this 
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section  and  in  section  409,  has  reference  to  the  health  of  man 
or  animal.” 

Sec.  3.  (a)  Clause  (2)  of  section  402  (a) ,  as  amended, 
of  such  Act  is  amended  to  read  as  follows:  “  (2)  (A)  if  it 
bears  or  contains  any  added  poisonous  or  added  deleterious 
substance  (except  a  pesticide  chemical  in  or  on  a  raw  agri¬ 
cultural  commodity  and  except  a  food  additive)  which  is  un¬ 
safe  within  the  meaning  of  section  406,  or  (B)  if  it  is  a 
raw  agricultural  commodity  and  it  bears  or  contains  a  pesti¬ 
cide  chemical  which  is  unsafe  within  the  meaning  of  section 
408  (a) ,  or  (C)  if  it  is,  or  it  bears  or  contains,  any  food 
additive  wrhich  is  unsafe  within  the  meaning  of  section  409 : 
Provided,  That  where  a  pesticide  chemical  has  been  used  in 
or  on  a  raw  agricultural  commodity  in  conformity  with  an 
exemption  granted  or  a  tolerance  prescribed  under  section 
408  and  such  raw  agricultural  commodity  has  been  subjected 
to  processing  such  as  canning,  cooking,  freezing,  dehydrat¬ 
ing,  or  milling,  the  residue  of  such  pesticide  chemical  remain¬ 
ing  in  or  on  such  processed  food  shall,  notwithstanding  the 
provisions  of  sections  406  and  409,  not  be  deemed  unsafe  if 
such  residue  in  or  on  the  raw  agricultural  commodity  has  been 
removed  to  the  extent  possible  in  good  manufacturing  prac¬ 
tice  and  the  concentration  of  such  residue  in  the  processed 
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food  when  ready  to  eat  is  not  greater  than  the  tolerance 
prescribed  for  the  raw  agricultural  commodity;”. 

(b)  Section  402  (a) ,  as  amended,  of  such  Act  is  further 
amended  by  striking  out  the  period  at  the  end  thereof  and 
inserting  in  lieu  thereof  a  semicolon  and  the  following:  “or 
(7)  if  it  has  been  intentionally  subjected  to  radiation,  unless 
the  use  of  the  radiation  was  in  conformity  with  a  regulation 
or  exemption  in  effect  pursuant  to  section  409.” 

(c)  The  first  sentence  of  section  406  (a)  of  such 
Act  is  amended  by  striking  out  “clause  (2)”  wherever  it 
appears  in  such  sentence  and  inserting  in  lieu  thereof  “clause 
(2)  (A)”. 

Sec.  4.  Chapter  IV  of  such  Act  is  amended  by  adding 
at  the  end  thereof  the  following  new  section : 

“food  additives 
“Unsafe  Food  Additives 

“Sec.  409.  (a)  A  food  additive  shall,  with  respect  to 
any  particular  use  or  intended  use  of  such  additives,  be 
deemed  to  he  unsafe  for  the  purposes  of  the  application 
of  clause  (2)  (C)  of  section  402  (a),  unless — 

“(1)  it  and  its  use  or  intended  use  conform  to  the 
terms  of  an  exemption  which  is  in  effect  pursuant  to  sub¬ 
section  (i)  of  this  section;  or 

“(2)  there  is  in  effect,  and  it  and  its  use  or 
intended  use  are  in  conformity  with,  a  regulation  issued 
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under  this  section  prescribing  the  conditions  under 
which  such  additive  may  be  safely  used. 

While  such  a  regulation  relating  to  a  food  additive  is  in 
effect,  a  food  shall  not,  by  reason  of  bearing  or  containing 
such  an  additive  in  accordance  with  the  regulation,  be  con¬ 
sidered  adulterated  within  the  meaning  of  clause  (1)  of 
section  402  (a) . 

“Petition  To  Establish  Safety 
“(b)  (1)  Any  person  may,  with  respect  to  any  in¬ 

tended  use  of  a  food  additive,  file  with  the  Secretary  a  pe¬ 
tition  proposing  the  issuance  of  a  regulation  prescribing  the 
conditions  under  which  such  additive  may  be  safely  used. 

“(2)  Such  petition  shall,  in  addition  to  any  explan¬ 
atory  or  supporting  data,  contain — 

“(A)  the  name  and  all  pertinent  information  con¬ 
cerning  such  food  additive,  including,  where  available, 
its  chemical  identity  and  composition ; 

“(B)  a  statement  of  the  conditions  of  the  proposed 
use  of  such  additive,  including  all  directions,  recommen¬ 
dations,  and  suggestions  proposed  for  the  use  of  such 
additive,  and  including  specimens  of  its  proposed  label¬ 
ing; 

“(0)  all  relevant  data  bearing  on  the  physical  or 
other  technical  effect  such  additive  is  intended  to  pro- 
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duce,  and  the  quantity  of  such  additive  required  to 
produce  such  effect; 

“(D)  a  description  of  practicable  methods  for  deter¬ 
mining  the  quantity  of  such  additive  in  or  on  food,  and 
any  substance  formed  in  or  on  food,  because  of  its  use; 
and 

“(E)  full  reports  of  investigations  made  with  re¬ 
spect  to  the  safety  for  use  of  such  additive,  including  full 
information  as  to  the  methods  and  controls  used  in  con¬ 
ducting  such  investigations. 

“  (3)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  (or,  if  the  petitioner  is  not  the  manufacturer  of  such 
additive,  the  petitioner  shall  have  the  manufacturer  of  such 
additive  furnish,  without  disclosure  to  the  petitioner)  a  full 
description  of  the  methods  used  in,  and  the  facilities  and 
controls  used  for,  the  production  of  such  additive. 

“  (4)  Upon  request  of  the  Secretary,  the  petitioner  shall 
furnish  samples  of  the  food  additive  involved,  or  articles  used 
as  components  thereof,  and  of  the  food  in  or  on  which  the 
additive  is  proposed  to  be  used. 

“  (5)  Notice  of  the  regulation  proposed  by  the  petitioner 
shall  be  published  in  general  terms  by  the  Secretary  within 
thirty  days  after  filing. 
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“Action  on  the  Petition 
“(c)  (1)  The  Secretary  shall — 

“(A)  by  order  establish  a  regulation  (whether  or 
not  in  accord  with  that  proposed  by  the  petitioner) 
prescribing,  with  respect  to  one  or  more  proposed  uses 
of  the  food  additive  involved,  the  conditions  under  which 
such  additive  may  be  .safely  used  (including,  but  not  lim¬ 
ited  to,  specifications  as  to  the  particular  food  or  classes 
of  food  in  or  in  which  such  additive  may  he  used,  the 
maximum  quantity  which  may  be  used  or  permitted  to 
remain  in  or  on  such  food,  the  manner  in  which  such 
additive  may  be  added  to  or  used  in  or  on  such  food,  and 
any  directions  or  other  labeling  or  packaging  require¬ 
ments  for  such  additive  deemed  necessary  by  him  to  as¬ 
sure  the  safety  of  such  use),  and  shall  notify  the  peti¬ 
tioner  of  such  order  and  the  reasons  for  such  action;  or 
“(B)  by  order  deny  the  petition,  and  shall  notify 
the  petitioner  of  such  order  and  of  the  reasons  for  such 
action. 

“(2)  The  order  required  by  paragraph  (1)  (A)  or 

(B)  of  this  subsection  shall  be  issued  within  ninety  days 
after  the  date  of  filing  of  the  petition,  except  that  the  Secre- 
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tary  may  (prior  to  such  ninetieth  day) ,  by  written  notice 
to  the  petitioner,  extend  such  ninety-day  period  to  such 
time  (not  more  than  one  hundred  and  eighty  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary  deems  neces¬ 
sary  to  enable  him  to  study  and  investigate  the  petition. 

“  (3)  No  such  regulation  shall  issue  if  a  fair  evaluation 
of  the  data  before  the  Secretary — 

“  (A)  fails  to  establish  that  the  proposed  use  of  the 
food  additive,  under  the  conditions  of  use  to  be  speci¬ 
fied  in  the  regulation,  will  be  safe:  Provided,  That  no 
additive  shall  be  deemed  to  be  safe  if  it  is  found  to  in¬ 
duce  cancer  when  ingested  by  man  or  animal,  or  if  it 
is  found,  after  tests  which  are  appropriate  for  the  evalua¬ 
tion  of  the  safety  of  food  additives,  to  induce  cancer 
in  man  or  animal ;  or 

“(B)  shows  that  the  proposed  use  of  the  additive 
would  promote  deception  of  the  consumer  in  violation 
of  this  Act  or  would  otherwise  result  in  adulteration 
or  in  misbranding  of  food  within  the  meaning  of  this  Act. 
“  (4)  If,  in  the  judgment  of  the  Secretary,  based  upon 
a  fair  evaluation  of  the  data  before  him,  a  tolerance  limita¬ 
tion  is  required  in  order  to  assure  that  the  proposed  use 
of  an  additive  will  be  safe,  the  Secretary — 

(A)  shall  not  fix  such  tolerance  limitation  at  a 
level  higher  than  he  finds  to  be  reasonably  required  to 
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accomplish  the  physical  or  other  technical  effect  for 
which  such  additive  is  intended;  and 

/ 

“(B)  shall  not  establish  a  regulation  for  such  pro¬ 
posed  use  if  he  finds  upon  a  fair  evaluation  of  the  data 
before  him  that  such  data  do  not  establish  that  such  use 
would  accomplish  the  intended  physical  or  other  techni¬ 
cal  effect. 

“(5)  In  determining,  for  the  purposes  of  this  section, 
whether  a  proposed  use  of  a  food  additive  is  safe,  the  Sec¬ 
retary  shall  consider  among  other  relevant  factors — 

“  (A)  the  probable  consumption  of  the  additive 
and  of  any  substance  formed  in  or  on  food  because  of 
the  use  of  the  additive; 

“(B)  the  cumulative  effect  of  such  additive  in  the 
diet  of  man  or  animals,  taking  into  account  any  chemi¬ 
cally  or  pharmacologically  related  substance  or  sub¬ 
stances  in  such  diet;  and 

“  (0)  safety  factors  which  in  the  opinion  of  experts 
qualified  by  scientific  training  and  experience  to  evaluate 
the  safety  of  food  additives  are  generally  recognized  as 
appropriate  for  the  use  of  animal  experimentation  data. 

“Regulation  Issued  on  Secretary’s  Initiative 
“(d)  The  Secretary  may  at  any  time,  upon  his  own 
initiative,  propose  the  issuance  of  a  regulation  prescribing, 
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with  respect  to  any  particular  use  of  a  food  additive,  the 
conditions  under  which  such  additive  may  be  safely  used, 
and  the  reasons  therefor.  After  the  thirtieth  day  following 
publication  of  such  a  proposal,  the  Secretary  may  by  order 
establish  a  regulation  based  upon  the  proposal. 

“Publication  and  Effective  Date  of  Orders 
“(e)  Any  order,  including  any  regulation  established 
by  such  order,  issued  under  subsection  (c)  or  (d)  of  this 
section,  shall  be  published  and  shall  be  effective  upon  publi¬ 
cation,  but  the  Secretary  may  stay  such  effectiveness  if,  after 
issuance  of  such  order,  a  hearing  is  sought  with  respect  to 
such  order  pursuant  to  subsection  (f) . 

“Objections  and  Public  Hearing 
“(f)  (1)  Within  thirty  days  after  publication  of  an 

order  made  pursuant  to  subsection  (c)  or  (d)  of  this 
section,  any  person  adversely  affected  by  such  an  order  may 
file  objections  thereto  with  the  Secretary,  specifying  with 
particularity  the  provisions  of  the  order  deemed  objection¬ 
able,  stating  reasonable  grounds  therefor,  and  requesting  a 
public  hearing  upon  such  objections.  The  Secretary  shall, 
after  due  notice,  as  promptly  as  possible  hold  such  public 
hearing  for  the  purpose  of  receiving  evidence  relevant  and 
material  to  the  issues  raised  by  such  objections.  As  soon  as 
practicable  after  completion  of  the  hearing,  the  Secretary 
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shall  by  order  act  upon  such  objections  and  make  such  order 
public. 

“(2)  Such  order  shall  he  based  upon  a  fair  evaluation 
of  the  entire  record  at  such  hearing,  and  shall  include  a 
statement  setting  forth  in  detail  the  findings  and  conclusions 
upon  which  the  order  is  based. 

“(3)  The  Secretary  shall  specify  in  the  order  the  date 
on  which  it  shall  take  effect,  except  that  it  shall  not  he 
made  to  take  effect  prior  to  the  ninetieth  day  after  its 
publication,  unless  the  Secretary  finds  that  emergency  con¬ 
ditions  exist  necessitating  an  earlier  effective  date,  in  which 
event  the  Secretary  shall  specify  in  the  order  his  findings  as 
to  such  conditions. 

“Judicial  Review 

“(g)  (1)  In  a  case  of  actual  controversy  as  to  the 

validity  of  any  order  issued  under  subsection  (f) ,  including 
any  order  thereunder  with  respect  to  amendment  or  repeal 
of  a  regulation  issued  under  this  section,  any  person  who  will 
be  adversely  affected  by  such  order  may  obtain  judicial 
review  by  filing  in  the  United  States  Court  of  Appeals  for 
the  circuit  wherein  such  person  resides  or  has  his  principal 
place  of  business,  or  in  the  United  States  Court  of  Appeals 
for  the  District  of  Columbia  Circuit,  within  sixty  days  after 
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the  entry  of  such  order,  a  petition  praying  that  the  order 
be  set  aside  in  whole  or  in  part. 

“(2)  A  copy  of  such  petition  shall  be  forthwith  served 
upon  the  Secretary,  or  upon  any  officer  designated  by  him 
for  that  purpose,  and  thereupon  the  Secretary  shall  certify 
and  file  in  the  court  a  transcript  of  the  proceedings  and  the 
record  on  which  he  based  his  order.  Upon  such  filing,  the 
court  shall  have  exclusive  jurisdiction  to  affirm  or  set  aside 

the  order  complained  of  in  whole  or  in  part.  The  findings 

- 

of  the  Secretary  with  respect  to  questions  of  fact  shall  be 
sustained  if  based  upon  a  fair  evaluation  of  the  entire  record 
at  such  hearing.  The  court  shall  advance  on  the  docket  and 
expedite  the  disposition  of  all  causes  filed  therein  pursuant 
to  this  section. 

“  (3)  The  court,  on  such  judicial  review,  shall  not  sustain 
the  order  of  the  Secretary  if  he  failed  to  comply  with  any 
requirement  imposed  on  him  by  subsection  (f)  (2)  of  this 
section. 

“  (4)  If  application  is  made  to  the  court  for  leave  to 
adduce  additional  evidence,  the  court  may  order  such  addi¬ 
tional  evidence  to  be  taken  before  the  Secretary  and  to  be 
adduced  upon  the  hearing  in  such  manner  and  upon  such 
terms  and  conditions  as  to  the  court  may  seem  proper,  if 
such  evidence  is  material  and  there  were  reasonable  grounds 
for  failure  to  adduce  such  evidence  in  the  proceedings  below. 
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The  Secretary  may  modify  his  findings  as  to  the  facts  and 
order  by  reason  of  the  additional  evidence  so  taken,  and 
shall  file  with  the  court  such  modified  findings  and  order. 

“  (5)  The  judgment  of  the  court  affirming  or  setting 
aside,  in  whole  or  in  part,  any  order  under  this  section  shall 
be  final,  subject  to  review  by  the  Supreme  Court  of  the 
United  States  upon  certiorari  or  certification  as  provided 
in  section  1254  of  title  28  of  the  United  States  Code.  The 
commencement  of  proceedings  under  this  section  shall  not, 
unless  specifically  ordered  by  the  court  to  the  contrary, 
operate  as  a  stay  of  an  order. 

“Amendment  or  Repeal  of  Regulations 
“(h)  The  Secretary  shall  by  regulation  prescribe  the 
procedure  by  which  regulations  under  the  foregoing  pro¬ 
visions  of  this  section  may  be  amended  or  repealed,  and 
such  procedure  shall  conform  to  the  procedure  provided 
in  this  section  for  the  promulgation  of  such  regulations. 

“Exemptions  for  Investigational  Use 
“(i)  Without  regard  to  subsections  (b)  to  (h),  inclu¬ 
sive,  of  this  section,  the  Secretary  shall  by  regulation  provide 
for  exempting  from  the  requirements  of  this  section  any 
food  additive,  and  any  food  bearing  or  containing  such  addi¬ 
tive,  intended  solely  for  investigational  use  by  qualified  ex¬ 
perts  when  in  his  opinion  such  exemption  is  consistent  with 
the  public  health.” 
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Sec.  5.  Section  301  (j)  of  such  Act  is  amended  by 


inserting  “409,”  after  “404,”. 


Sec.  6.  (a)  Except  as  provided  in  subsections  (b)  and 
(c)  of  this  section,  this  Act  shall  take  effect  on  the  date  of 
its  enactment. 

(b)  Except  as  provided  in  subsection  (c)  of  this  sec¬ 
tion,  section  3  of  this  Act  shall  take  effect  on  the  one  hun¬ 
dred  and  eightieth  day  after  the  date  of  enactment  of  this 


Act. 


(c)  With  respect  to  any  particular  commercial  use  of  a 
food  additive,  if  such  use  was  made  of  such  additive  before 
January  1,  1958,  section  3  of  this  Act  shall  take  effect — 

(1)  either  (A)  one  year  after  the  effective  date 
established  in  subsection  (b)  of  this  section,  or  (B)  at 
the  end  of  such  additional  period  (but  not  later  than 
two  years  from  such  effective  date  established  in  sub¬ 
section  (h)  )  as  the  Secretary  of  Health,  Education,  and 
Welfare  may  prescribe  on  the  basis  of  a  finding  that 
such  extension  involves  no  undue  risk  to  the  public 
health  and  that  conditions  exist  which  necessitate  the 
prescribing  of  such  an  additional  period,  or 

(2)  on  the  date  on  which  an  order  with  respect  to 
such  use  under  section  409  of  the  Eederal  Food,  Drug, 
and  Cosmetic  Act  becomes  effective, 

whichever  date  first  occurs. 


15 


1  Sec.  7.  Nothing  in  this  Act  shall  be  construed  to  exempt 

2  any  meat  or  meat  food  product  or  any  person  from  any 

3  requirement  imposed  by  or  pursuant  toythe  Meat  Inspection 

4  Act  of  March  4 ,  1907,  34  Stat.  1260,  as  amended  and 

5  extended  (21  U.  S.  C.  71  and  the  following) . 

Passed  the  House  of  Representatives  August  13,  1958. 

Attest:  RALPH  R.  ROBERTS, 

Clerk. 
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RESEARCH.  Passed  with  an  amendment  S.  3268,  to  amend  the  National  Science 
Foundation  Act  regarding  certain  authority  of  the  Board.  The  House  ament 
v  substitutes  the  text  of  H.  R.  11257,  a  similar  bill.  pp.  17281-2 


lent 


FOREIGN  TRADE.  Rep.  Sikes  urged  the  establishment  of  an  Inter-Americah  Bank 
designed  to  promote  trade  and  improve  the  prosperity  of  the  nations/of  the 
Western  Hemisphere,  p.  17299 

13.  LEGISLATIVE  PROGRAM.  Agreed  to  a  unanimous  consent  request  by  Re p,  Albert  that 
for  the  remainder  of  this  week  bills  may  be  considered  under/suspension  of  the 
rules.  pp.\7289-90 


SENATE 

14.  PERSONNEL.  Conferees  were  appointed  on  H.  R.  7710,  t</ provide  for  the  lump-sum 
payment  of  all  accumulated  and  accrued  annual  leave/ of  deceased  employees, 

<  House  conferees  have  been  appointed,  p.  17323 

Passed  without  amendment  H.  R.  9407,  to  provide  additional  opportunity  for 
certain  Government  employees  to  obtain  career-conditional  and  career  appoint¬ 
ments  in  the  competitive  d^vil  service.  This  Dill  will  now  be  sent  to  the 
President,  p.  17170 

Sen.  Martin,  Pa. ,  was  appointed  a  conferee  on  S.  25  to  specify  the  effective 
date  upon  which  pay  changes  orN^age-boaijdf  employees  shall  begin  following  star 
of  a  survey,  p.  17323 


15.  tbot)  ADDITIVES.  At  the  request  of  Sen.  Clark  passed  over  H.  R.  13254,  to  pro¬ 

hibit  the  use  of  food  additives  until  after  adequate  tests  of  their  safety, 
which  had  been  placed  at  the  end  of  the  calendar  earlier  in  the  day  at  the 
request  of  Sen,  Carroll  for  Sen.  O'Mahoney,  pp.  17171,  17166 

16.  MONOPOLIES.  Sen.  Wiley  subnd^ted  an  amendment  to  H,  R.  2,  the  Illinois 

Waterway  -  Great  Lakes  diversion  bill,  which\would  limit  the  use  of  good 
faith  as  a  defense  under/Clayton  Act  prosecutions  for  price  discrimination. 

)  p.  17146 

17.  FORESTRY.  Sen.  Humphrey  inserted  resolutions  from\he  villages  of  McKinly 
and  Stuntz,  Minn.  ,yurging  construction  of  projects  fanned  for  the  Superior 
National  Forest  so  as  to  privide  employment  in  that  ar^a.  p.  17144 

18.  ECONOMIC  SITUATION.  Sen.  Martin,  Pa.,  discussed  the  economic  situation  and 

the  dangers  Cf  inflation.  He  cited  figures  on  U.  S.  Steel\Corp.  which  he 
asserted  showed  that  price  increases  were  proportionate  to  the  prior  wage 
increasea/and  thus  proved  the  existence  of  wage-cost-push  inflation  in  recent 
years,  ypp.  17156-9 

ITEMS  IN  APPENDIX 

19.  WITHHOLDING  INFORMATION.  Extension  of  remarks  of  Rep.  Moss  discus sin&the 
ligning  by  the  President  of  H.  R.  2767,  with  respect  to  the  authority  \f 

Federal  officers  and  agencies  to  withhold  information  and  limit  the  avail¬ 
ability  of  records,  and  inserting  an  analysis  of  the  "absurdity  and  the 
dangers  of  this  Government -wide  claim  of  'executive  privilege,'"  pp.  A7448-^0 

20.  FARM  PROGRAM.  Rep.  Derounian  commended  and  inserted  Secretary  Benson's  magazii 

article,  "Don't  Let  Unpopularity  Scare  You."  pp.  A7466-7 


-  4  - 


21.  MINERALS.  Extension  of  remarks  of  Rep*  Dixon  inserting  a  table  showing  the 
\  maximum  costs  of  Incentive  payments  proposed  by  S.  4036,  the  minerals  stab 
zation  bill.  pp.  A7472-3  / 


BILL  APPROVED  BY  THE  PRESIDENT 


22.  TAXATION.  Extension  of  remarks  of  Rep.  Sadlak  reemphasizing  his  belief/that  a 
thoroughgoing  reform  of  our  Federal  income  tax  rate  structure  is  vit^l  to  our 
national  security,  pp.  A7479-81 


23.  AREA  DEVELOPMENT.  Speech  in  the  House  by  Rep.  Roosevelt  urging  ^dssage  of 
S.  3683,  tfe^s  proposed  area  redevelopment  bill.  pp.  A7488-9 


24.  HUMANE  SLAUGHTER.  Sen.  Proxmire  inserted  an  editorial  commending  Sen.  Humphrey 
for  his  "great  flight"  in  securing  passage  of  the  humane- slaughter  bill, 
pp.  A7494-5 


25.  LAND  TRANSFER.  H.  R.  llROO,  which  authorizes  the  Secretary  to  convey  approxi-  f 
mately  7  acres  of  the  land  and  improvements  comprising  the  U.  S.  Animal 
Quarantine  Station  to  the  city  of  Clifton,  N.  J /,  for  public  use  purposes, 
subject  to  the  city  paying  75  percent  of  the  appraised  value  of  the  land  and 
improvements,  plus  $30,000  to  be  available  tJ6  the  Department  in  making  altera¬ 
tions  and  improvements  on  the  remaining  portion  of  the  quarantine  station. 
Approved  August  20,  1958  (Public\|.aw  85-6 pi,  85th  Congress). 
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RETIREMENT  OP  MAJ.  GEN. 
CHARLES  G.  HOLLE 

r.  LONG.  Mr.  President,  during  the 
month  of  October  of  this  year,  Maj.  Gen. 
Char\s  G.  Holle  will  retire  from  the  serv¬ 
ice  of\ttie  Corps  of  Engineers  of  the 
United  Spates  Army — more  than  40  years 
from  the\date  he  entered  the  United 
States  MilifNry  Academy  as  a  cadet.  For 
40  years  General  Holle  has  been  a  faith¬ 
ful  servant,  rendering  devoted  service  to 
the  United  StateVArmy  in  many  capaci¬ 
ties.  I  came  to  Mww  him  best  when  he 
was  district  engineatof  the  New  Orleans 
district,  in  charge  ol  the  flood-control 
and  navigation  programs  of  my  State. 

General  Holle  served  Che  New  Orleans 
district  of  the  Corps  of>Engineers  for 
nearly  4  years — one  of  \he  longest 
periods  of  commissioned  semce  in  the 
history  of  that  district.  Duifing  that 
time  he  won  the  hearts  of  his  emoloyees, 
of  the  officials  of  the  city  of  New  Orleans 
and  the  State  of  Louisiana,  and  oS  the 
man  on  the  street  who  knew  him  as  a 
man  devoted  to  his  job  and  to  the  mis¬ 
sion  for  which  he  was  held  responsible 

The  district  engineer  at  New  Orleans 
holds  a  difficult,  a  strategic,  and  an  im¬ 
portant  job.  The  job  is  difficult  because 
the  incumbent  in  that  job  must  wear 
many  hats — he  must  be  able  to  meet  and 
satisfy  the  needs  of  people  in  many 
walks  of  life ;  it  is  strategic  because  New 
Orleans  is  dependent  for  its  existence 
upon  its  waterways  and  the  man  who 
administers  them  holds  the  key  to  many 
of  the  problems  that  perennially  present 
themselves,*  it  is  important  because  the 
decisions  he  makes  are  far  reaching  and 
have  a  bearing  on  the  lives  of  many 
people  who  live  behind  the  levees  that 
protect  one  of  the  Nation’s  fastest  grow¬ 
ing  metropolitan  areas. 

I  do  not  believe  that  any  man  graced 
that  job  with  more  dignity  than  did 
Charles  G.  Holle.  During  his  tour  of 
duty  with  the  engineers  he  distinguished 
himself  on  many  other  assignments. 
Some  of  them  were: 

Three  tours  of  duty  in  the  Canal  Zone. 

Two  assignments  on  flood-control 
duties. 

Foreign  duty. 

Division  engineer  duty. 

Five  important  assignments  in  theyGf- 
fice  of  the  Chief  of  Engineers. 

There  are  times  when  we  reg^t  the 
regulations  that  require  a  manylfo  retire 
when  he  reaches  a  designated  stge.  This 
is  one  of  those  times.  As  everyone  who 
knows  him  will  attest,  upon  his  retire¬ 
ment,  General  Holle  is  strenuous,  vigor¬ 
ous,  forceful,  and  capable,  and  is  per¬ 
forming  his  usual  outstanding  job.  His 
capable  guidance  wiU/be  missed  by  many 
who  look  to  him yfor  advice.  At  the 
present  time,  he  is  filling  4  jobs  in  an 
outstanding  majfmer — he  is  special  as¬ 
sistant  to  the^nief  of  Engineers  for  St. 
Lawrence  matters;  he  is  alternate  for 
the  Secretary  of  the  Army  on  the  St. 
Lawrenc^nliver  Joint  Board  of  Engi¬ 
neers;  hp  is  Chairman  of  the  Board  of 
Engineers  for  Rivers  and  Harbors ;  he  is 
president  of  the  Beach  Erosion  Board, 
un  not  expressing  my  views  alone. 
&se  are  the  views  of  other  members 
the  delegation  of  the  State  of  Loui¬ 
siana  who  worked  with  and  who  respect 


the  judgment  and  the  ability  of  General 
Holle. 

Mr.  President,  I  make  this  statement 
for  the  Record,  in  order  that  the  Mem¬ 
bers  of  this  body  may  know  the  esteem 
in  which  we  hold  Maj.  Gen.  Charles  G. 
Holle,  and  in  order  that  we  may  use  this 
means  of  expressing  our  appreciation  to 
a  man  who  has  devoted  his  life  to  public 
service  and  who  has  accomplished  so 
much.  I  hope  that  his  zeal  will  be  an 
incentive  for  many  to  follow  in  the  fu¬ 
ture,  and  I  hope  that  he  will  continue 
his  work  in  a  civilian  capacity,  for  he  has 
demonstrated  to  us  that  he  has  reached 
the  point  in  his  life  where  we  need  him 
most. 

Mr.  LAUSCHE.  Mr.  President,  on 
July  21  last  the  Standard  Oil  Co.  of  Ohio 
put  into  effect  a  1-cent-per-gallon  in¬ 
crease  in  its  regular  gasoline  sold  at 
Sohio  service  stations.  Within  the  next 
day  or  two,  all  of  the  other  major  brands 
also  raised  their  gas  prices  the  same 
amount. 

Based  on  published  figures  on  sales, 
the  Standard  Oil  Co.  of  Ohio  stands  tq 
gain  some  additional  $10  million  a  yea 
Sin  the  State  of  Ohio -due  to  this  increase. 

hunting  the  increase  applied  by  all  «?om- 
pakies,  the  cost  to  the  Ohio  consumers 
wilPbe  some  $31  million  during  fine  next 
year? 

As  fafcas  I  can  determine,  tafis  increase 
is  not  justified.  Even  counting  a  wage 
increase  granted  the  employees  of  Stand¬ 
ard  Oil  of  Ohio,  this  w^uld  amount  to 
only  about  z!*,  percenvof  the  increase. 
In  addition,  some  coude  oil  prices  are 
dropping;  and  irtoejaftories  are  at  a  nor¬ 
mal  4  weeks  supww,  which  means  the 
oil  companies  cajmofc claim  that  a  short¬ 
age  has  brought  the  inrice  increase.  As 
a  matter  of  Met,  StaruSard  of  Ohio  and 
the  other  cwnpanies  snowed  a  drop  in 
sales  during  the  first  half  af  this  year. 

Mr.  President,  this  pattern  of  rising 
prices  in  the  face  of  decreasing  produc¬ 
tion  and  sales  is  the  same  paOtem  that 
we  see  in  so  many  other  industries.  In 
steel,  for  instance,  the  recent  price  in¬ 
case  was  effective  as  soon  as  the  united 
States  Steel  Corp.  joined  the  paradXof 
higher  prices.  In  Ohio,  one  compar 
again  takes  the  lead — Standard  of 
Ohio — and  the  others  fall  into  line. 

It  would  appear  logical  that  when  sales 
fall,  companies  would  try  to  cut  prices 
to  encourage  consumers  to  buy.  In¬ 
stead,  the  opposite  is  the  case  in  steel, 
in  oil,  and  other  industries. 

RISING  PRICES  AND  FALLING  PRODUCTION 

It  does  not  matter  what  is  the  cause 
of  this  trend — whether  price  rises  are 
caused  by  wage  increases,  or  the  other 
way  around.  The  situation  that  faces  us 
today  is  that  giant  companies  in  indus¬ 
try  after  industry  are  raising  prices 
higher  and  higher  at  will.  The  consumer 
apparently  has  nothing  to  say  about  it. 
He  must  go  along,  if  he  needs  the  prod¬ 
uct.  This  is  an  unhealthy  situation;  it 
means  that  monopoly  and  lack  of  com¬ 
petition  have  reached  an  alarming  stage. 

Leaders  of  industry  must  take  action 
to  reassure  the  American  consumer  that 
they  are  not  simply  out  to  charge  all  the 
market  will  bear.  If  they  sit  idly  by  and 
prices  continue  to  rise,  it  will  mean  the 
ruin  of  the  American  economy. 


INTEGRATION  AND  EDUCATIOI 

Mr.  FULBRIGHT.  Mr.  President, 
there  appeared  in  today’s  Wall  jA treet 
Journal  an  excellent  editorial  comment 
on  the  school  situation  in  my  State.  It 
expresses  a  tolerant  and  understanding 
attitude  with  respect  to  the  jw-oblems  we 
face  in  Arkansas.  It  would  be  of  great 
benefit  to  the  people  of  Aransas  if  more 
people  would  take  thisyfcnlightened  and 
understanding  approach  to  the  grave 
problem  with  which/we  are  confronted. 

I  ask  unanimous  consent,  Mr.  Presi¬ 
dent,  that  the  ejritorial  entitled  “Inte¬ 
gration  and  Education”  be  printed  in  the 
body  of  the  I^cord. 

There  being  no  objection,  the  editorial 
was  order ejf  to  be  printed  in  the  Record, 
as  follows*: 

STTEGRATION  AND  EDUCATION 

Amotfg  the  many  trials  of  the  people  of 
LittlsrRoek,  certainly  not  the  least  of  them 
has/been  the  way  in  which  the  course  of 
e-gents  has  been  suddenly  reversed  and  re¬ 
used  again  by  the  various  agencies  of  Gov- 
’ernment.  And  now  they  are  to  suffer  more 
of  it. 

First  there  was  the  ruling  of  the  Supreme 
Court  that  upset  the  old  order  in  the  schools. 

To  this  change  the  local  authorities  in  Little 
Rock,  and  most  of  its  people,  tried  to  adjust. 
But  then  of  a  sudden  they  were  confronted 
with  troops  sent  by  their  Governor  to  block 
integration  and  troops  sent  by  their  Presi¬ 
dent  to  enforce  integration.  Next  there  was 
a  ruling  by  a  Federal  district  Judge  denying 
a  stay  and  ordering  immediate  integration. 
This,  was  followed  by  an  order  from  another 
Federal  Judge  in  the  same  district  granting 
the  people  a  time’s  respite  by  postponing 
integration.  - 

This  week  the  Federal  circuit  judges  once 
more  reversed  direction.  They  ordered  inte¬ 
gration  forthwith.  Yet  still  nothing  is 
settled.  There  is  talk  of  another  appeal  to 
the  Supreme  Court,  which  could  again  re¬ 
verse  events,  and  of  a  special  session  of  the 
legislature  at  which  the  Governor  may  try 
again  to  take  events  in  his  own  hands. 

This  surely  is  a  terrible  buffeting  of  oitg 
people  by  the  laws  and  the  powers  of  office.  , 
Each  of  these  officeholders  may  have  hadV 
the  right  to  act  as  he  did;  certainly  one  dis-  '*• 
trict  judge  is  not  bound  by  another.  But 
just  the  same  the  result  has  been  that  the 
people  of  Little  Rock  did  not  know  from 
1  day  until  the  next  under  what  order  of 
society  they  must  live  but  found  all  changed 
by  which  holder  of  what  office  wielded  the 
Loment’s  power. 

We  cannot  know  what  will  happen  next 
m^nth  in  the  schools  of  Little  Rock.  It  may 
be  «oo  late  now  for  the  hope  that  somehow 
timeVnd  forbearance  will  be  allowed  to  heal 
passion.  And  yet  it  must  be  hoped. 

For  anw  man  can  see  what  will  happen  if 
the  issue^f  integration  comes  to  devour  the 
issue  of  education.  What  kind  of  education 
can  we  givXany  children,  white  or  Negro, 
in  classroomsSinflamed  by  animosities  or,  if 
once  more  it  Vmes  to  that,  echoing  the 
tramp  of  soldiert 

The  PRESIDING  OFFICER.  Is  there 
further  morning  business?  If  not, 
morning  business  is\losed. 


PROVISION  OF  NOTICE  OF  APPEAL 
FOR  INTERLOCUTORY  RELIEF 
AGAINST  ORDERS  oK  CERTAIN 
ADMINISTRATIVE  AGENCIES 

The  PRESIDING  OFFICEfe  (Mr. 
Morton  in  the  chair).  The  Chau*  lays 
before  the  Senate  the  unfinished  busi¬ 
ness,  which  will  be  read. 
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Vhe  Legislative  Clerk.  A  bill  (H.  R.  and  in  the  Halls  of  Congress  than  Jen- 
6759)  to  provide  for  reasonable  notice  ner,  of  Indiana.  He  does  not  hesitate 
of  applications  to  the  United  States  to  stand  forth  for  those  things  in  which 


courts\f  appeals  for  interlocutory  relief 
againstNthe  orders  of  certain  adminis¬ 
trative  agencies. 


TRIBUTE  TCl  RETIRING  SENATORS 

Mr.  REVERCOMB.  Mr.  President,  as 
we  move  toward  The  close  of  the  sessions 
of  the  85th  Congress,  I  want  to  express 
my  feelings  and  pajAfcribute  to  six  Mem¬ 
bers  of  the  Senate  ^io,  by  their  own 
choice,  are  voluntarily  fetiring  from  this 
body.  With  the  termination  of  their 
service  here,  the  country\will  suffer  a 
distinct  loss.  On  some  public  issues  and 
on  the  best  course  of  government  in 
guiding  the  destiny  of  our  Nation  there 
have  been  disagreements  amonk  them. 
These  disagreements  were  earnest^  But 
they  have  basic  traits  with  which  ah  of 
them  are  endowed  and  which  have  made 
them  towers  of  strength  in  the  affair 
of  the  Nation.  They  are  patriotic.  TheyS 
are  sincere.  They  have  understanding, 
and  a  sense  of  fairness.  They  have 
proved  themselves  to  be  men  of  courage 
and  great  capacity  for  comprehending 
the  problems  that  have  confronted  us 
during  the  years  they  have  served  the 
American  people  in  the  United  States 
Senate. 

To  me,  and  I  believe  to  others,  they 
have  been  a  source  of  inspiration  to  those 
who  know  them  and  have  worked  with 
them. 

Our  selected  Republican  leader  who 
serves  now  as  minority  leader  and  has 
served  as  majority  leader  of  the  Senate, 
the  Senator  from  California,  Mr.  Wil¬ 
liam  F.  Knowland,  will  always  be  re¬ 
membered  as  a  man  gifted  with  able 
leadership.  He  has  been  a  pillar  of 
strength  to  the  Republican  Party,  and 
few  men  have  exerted  greater  influence 
in  shaping  the  legislation  of  this  coun¬ 
try  during  the  14  years  he  has  served 
here.  It  is  natural  in  him  to  fight  for 
his  convictions.  His  frank  and  forth¬ 
right  stand  on  public  issues  has  gained 
the  admiration  of  the  American  people. 
While  one  may  differ  with  his  views  and 
conclusions,  no  man  questions  his  sin-, 
cerity.  He  leaves  the  Senate  for  the  seat 
of  the  governorship  of  the  great  State  £1 
California,  and  he  goes  with  my  wishes 
for  complete  success. 

My  neighboring  State  of  Pennsylvania 
loses  a  distinguished  Membe/r of  the 
Senate  through  his  choice  to  Retire  this 
year.  Earlier  today  I  had  Occasion  to 
speak  here  upon  the  departure  of 
Edward  Martin  from  the  Senate.  No 
man  in  public  life  today  has  achieved 
more,  or  rendered  fin^r  service  to  the 
.  country  to  which  he  /^devoted.  A  great 
soldier  in  the  timeyftf  our  wars;  Gover¬ 
nor  of  Pennsylvania;  an  outstanding 
Member  of  the/United  States  Senate; 
Edward  Mart^t  retires  from  this  body 
with  the  acnfaim  of  its  Members  and 
his  country/ 

In  the /retirement  of  our  colleague, 
William^Tenner,  of  Indiana,  we  lose  the 
service^  of  a  courageous  patriot  and 
statesman.  No  man  has  been  more 
forceful  in  defending  the  interest  of 
sferica  both  upon  the  fields  of  battle 


he  earnestly  believes.  However  much 
others  may  differ  with  him,  they  know 
that  he  fights  for  those  principles  he 
believes  to  be  right. 

The  distinguished  senior  Senator  from 
New  Jersey,  H.  Alexander  Smith,  able 
and  diligent,  leaves  this  body  with  the 
respect  of  every  Member.  A  patriot  and 
a  scholar,  his  influence  has  for  years 
been  felt  in  the  deliberations  and  conclu¬ 
sions  of  the  Senate  of  the  United  States. 
He  retires  to  the  cloisters  of  Princeton 
University  from  whence  he  came  to  give 
his  country  his  able  services. 

The  State  of  New  York,  is  losing  a 
great  public  servant  and  the  country  is 
likewise  losing  a  statesman  of  high  cal¬ 
iber  in  the  retiring  of  Irving  M.  Ives,  of 
New  York.  A  tireless  worker  with  a 
scholarly  mind  and  a  deep  understand¬ 
ing  of  the  complex  problems  of  this  in¬ 
dustrial  age,  he  has  set  an  example  of 
earnestness  and  outstanding  statesman- 
hip.  His  sense  of  fairness  in  dealing 
th  controversies,  ever  the  servant, 
hEfcve  left  a  high  example  and  a  last: 
mark  upon  the  Senate. 

Senator  Ralph  Flanders,  of  Verm^ht, 
has  contributed  much  to  the  delibera¬ 
tions  and  work  of  this  Senate.  /Gifted 
with  a  scmdarly  mind  and  the  experience 
of  successful  business,  he  ha^tad  this 
rare  combination  of  attributes  so  useful 
in  meeting  the  problems  yfhat  a  fast 
changing  age  ha\brought 

I  express  to  each  oi^them  my  best 
wishes  for  happinesk  a/u  continued  high 
success  in  the  years/mead.  They  have 
demonstrated  their  jfrehfness.  The  need 
of  their  guidance  yfthe  life  of  the  Nation 
still  exists,  and  /ft  is  my  nope  that  they 
will  return  haft  often  to\give  us  the 
benefit  of  tjftir  experience\and  their 
wisdom. 

May  thafr  years  be  happy  oneV  This 
they  ricply  deserve  through  the  service 
that  rift y  have  rendered  their  country 
and  tjfeir  fellow  man. 

MARTIN  of  Pennsylvania. 
Pj^sident,  I  suggest  the  absence  of  a1 
oi'um. 

The  PRESIDING  OFFICER.  The 
clerk  will  call  the  roll. 

The  Chief  Clerk  proceeded  to  call  the 
roll. 

Mr.  MARTIN  of  Pennsylvania.  Mr. 
President,  I  ask  unanimous  consent  that 
the  order  for  the  quorum  call  be  re¬ 
scinded. 

The  PRESIDING  OFFICER  (Mr.  Cot¬ 
ton  in  the  chair).  Without  objection,  it 
is  so  ordered. 


PROHIBITION  OF  USE  OF  tlN- 
TESTED  ADDITIVES  IN  FOOD — 
BILL  PASSED  TO  FOOT  OF  CAL¬ 
ENDAR 


The  bill  (H.  R.  13254)  to  protect  the 
public  health  by  amending  the  Federal 
Food,  Drug,  and  Cosmetic  Act  to  pro¬ 
hibit  the  use  in  food  of  additives  which 
have  not  been  adequately  tested  to 
establish  their  safety,  was  announced 
as  next  in  order. 

Mr.  MORTON.  Mr.  President,  I  ask 
that  the  bill  go  to  the  foot  of  the  cal- 

encjar 

The  PRESIDING  OFFICER.  The  bill 
will  go  to  the  foot  of  the  calendar. 

Mr.  CARROLL  subsequently  said:  Mr. 
President,  a  parliamentary  inquiry. 

The  PRESIDING  OFFICER.  The 
Senator  will  state  it. 

Mr.  CARROLL.  I  should  like  to  know 
what  action  has  been  taken  on  Calendar 
No.  2487,  H.  R.  13254. 

The  PRESIDING  OFFICER.  That 
bill  was  passed  to  the  foot  of  the  cal¬ 
endar. 

Mr.  CARROLL.  The  Senator  from 
Wyoming  [Mr.  O’Mahoney]  is  not  pres¬ 
ent  this  morning.  He  is  attending  a 
funeral.  He  has  asked  that  his  specific 
objection  be  recorded  on  this  bill.  A 
very  important  amendment  has  been  of¬ 
fered  recently,  within  the  last  30  min¬ 
utes.  The  matter  has  been  under  in¬ 
vestigation.  Hearings  have  been  held 
by  our  committee  for  a.period  of  time  on 
the  matter.  I  am  confident  the  chair¬ 
man  of  the  subcommittee,  the  Senator 
from  Tennessee  [Mr.  Kefauver],  and 
the  Senator  from  Wyoming  [Mr. 
O’Mahoney],  would  register  a  vigorous 
objection  to  Order  No.  2487,  House  bill 
13254,  as  now  amended. 

The-  PRESIDING  OFFICER.  Does 
the  Senator  desire  to  have  the  order 
placing  the  bill  at  the  foot  of  the  cal¬ 
endar  rescinded? 

Mr.  CARROLL.  The  majority  leader 
has  informed  me  that  the  bill  has  gone 
to  the  foot  of  the  calendar. 


THE  CALENDAR 

The  PRESIDING  OFFICER.  Under 
the  order  previously  entered,  the  clerk 
will  call  the  measures  on  the  calendar, 
starting  with  Order  No.  2484,  H.  R.  12365. 


SUCK  PIL  RA 

The  bill  (H.  R.  12365)  for  the  relief 


^VALIDATION  OF  OVERPAYMENTS 
.  TO  CERTAIN  OFFICERS  OF  ARMED 
SERVICES 

The  Senate  proceeded  to  consider  the 
bill  (IT  R.  3366)  to  validate  overpay¬ 
ments  and  pay  and  allowances  made  to 
certain  officers  of  the  Army,  Navy,  Naval 
Reserve,  and  Air  Force,  which  had  been 
reported  from  the  Committee  on  the 
Judiciary,  with  amendments,  on  page  1, 
line  8,  after  Che  word  “hospital”,,  to 
strike  out  “receded  compensation  from 
that  hospital  (including  meals  and  liv¬ 
ing  quarters  in  kincW ,”,  and  on  page  2, 
line  5,  after  the  woVd  “as”,  to  insert 
“such  compensation.’ 

The  amendments  weiAagreed  to. 

The  amendments  were\rdered  to  be 
engrossed  and  the  bill  to  be\ead  a  third 
time. 

The  bill  was  read  the  third \jme  and 
passed. 


of  Suck  Pil  Ra  was  considered,  ordered 
to  a  third  reading,  read  the  third  time, 
and  passed. 


COOPER  TIRE  &  RUBBER  CO\ 
The  bill  (H.  R.  7499)  for  the  relief 
the  Cooper  Tire  &  Rubber  Co.  was  con- 
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There  being  no  objection,  the  Senate 
ed  to  consider  the  bill  (H.  R. 
to  provide  for  the  disposal  of 
y  owned  property  of  the  Hanson, 
Company,  and  Houma  Canals,  La.,  and 
for  other  purposes. 

The  PRESIDING  OFFICER.  If  there 
be  no  amendment  to  be  proposed,  the 
question  is\n  the  third  reading  of  the 
bill. 

The  bill  (H.'SR..  13500)  was  ordered  to 
a  third  reading, \ead  the  third  time,  and 
passed. 

The  PRESIDINGN3FFICER.  Without 
objection,  S.  4198  i\  indefinitely  post¬ 
poned. 

RECOMMENDATIONS  F?SR  LEGISLA¬ 
TION  FOR  REIMBURSEMENT  TO 

STATES  FOR  CERTAIN  HIGHWAYS 

The  joint  resolution  (H.  J.  Res.  654) 
requiring  _the  Secretary  of  Commerce  to 
submit  certain  recommendations  fo)c  leg¬ 
islation  for  the  purpose  of  assis’ting 
Congress  to  determine  whether  or  not 
to  reimburse  States  for  certain  highway^ 
on  the  National  System  of  Interstate  and ' 
Defense  Highways  was  considered,  or¬ 
dered  to  a  third  reading,  read  the  third 
time,  and  passed. 

The  PRESIDING  OFFICER:  Without 
objection,  the  preamble  is  agreed  to. 

BILL  PASSED  OVER 

The  bill  (H.  .R.  12728)  to  amend  the 
Longshoremen’s  and  Harbor  Workers’ 
Compensation  Act,  with  respect  to  the 
payment  of  compensation  in  cases  where 
third  persons  are  liable,  was  announced 
as  next  in  order. 

Mr.  CLARK.  Over,  Mr.  President. 

The  PRESIDING  OFFICER.  The  bill 
will  be  passed  over. 

HARRY  N.  DUFF 

Mr.  CLARK.  Mr.  President,  I  ask 
unanimous  consent  that  the  Senate  re¬ 
turn  to  the  consideration  of  Calendar  No. 
2407,  H.  R.  1695,  for  the  relief  of  Harry 
/  N.  Duff.  I  believe  the  bill  was  objected, 
to  because  there  was  no  amendmer 
offered.  I  understand  the  distinguished 
Senator  from  Mississippi  desires  to  jmer 
an  amendment  at  this  point. 

The  PRESIDING  OFFICER.  there 
objection  to  the  request  of  th^Senator 
from  Pennsylvania? 

There  being  no  objection/the  Senate 
proceeded  to  consider  thp  bill  (H.  R. 
1695)  for  the  relief  of  Harry  N.  Duff. 

Mr.  EASTLAND.  MiyPresident,  I  offer 
an  amendment  and  ask  that  it  be  stated. 

The  PRESIDINGr  OFFICER.  The 
amendment  will  ba^stated  for  the  infor¬ 
mation  of  the  Senate. 

The  Legislative  Clerk.  On  page  1,  in 
line  10,  it  is  proposed  to  insert  the  fol¬ 
lowing: 

The  enacjrfnent  of  this  act  shall  not  he 
construed  /a  any  inference  of  liability  on  the 
part  of  tke  Government  of  the  United  States. 

Thy  PRESIDING  OFFICER.  The 
question  is  on  agreeing  to  the  amend¬ 
ment  offered  by  the  Senator  from  Mis- 
sippi. 

The  amendment  was  agreed  to. 


The  PRESIDING  OFFICER.  The 
question  is  on  the  engrossment  of  the 
amendment  and  third  reading  of  the  bill. 

The  amendment  was  ordered  to  be 
engrossed  and  the  bill  to  be  read  a  third 
time. 

The  bill  (H.  R.  1695)  was  read  the  third 
time,  and  passed. 

MRS.  MAUDE  L.  SMITH 

Mr.  MORTON.  Mr.  President,  I  ask 
unanimous  consent  to  revert  to  Calendar 
No.  2531,  House  bill  5584. 

The  PRESIDING  OFFICER.  The  bill 
will  be  read  by  title  for  the  information 
of  the  Senate.  ^ 

The  Legislative  Clerk.  A  bill  (H.  R. 
5584)  for  the  relief  of  Mrs.  Maude  L. 
Smith. 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  present  consideration 
of  the  bill? 

There  being  no  objection,  the  Senate 
proceeded  to  consider  the  bill. 

Mr.  MAGNUSON.  Mr.  President,  foi 
the  purpose  of  the  record,  let  me  sj 
vthat  I  appreciate  the  consider atiom/of 
i^oth  committees  in  this  case,  yrhis 
lan’s  small  child  was  killed  by^  Post 
Office  truck,  during  the  time  whim  there 
was  \  hiatus  or  a  vacancy  in  tjae  city  of 
Seattle^  in  the  office  of  postmaster.  The 
commit cee  thought  there  Alight  have 
been  some  laches  on  the/part  of  the 
woman  heVself,  but  bam  postmasters 
have  assurecnme  that  there  was  no  laches 
at  all.  All  the  information  was  before 
the  Judiciary  CommfTtee  prior  to  the  re¬ 
porting  of  the  bilWxhis  woman  lost  her 
small  child.  SheANauite  distraught;  and 
I  think  what  is  Aropoeed  is  the  minimum 
we  should  do  for  Mrs.  iBmith  in  this  case. 

Mr.  BARRETT.  Mr  .President,  on  the 
basis  of  the  Senator’s  explanation,  we 
withdrawals  objection. 

The  PRESIDING  OFFICER.  The  bill 
is  open  to  amendment.  If  tH^re  be  no 
amendment  to  be  proposed,  thenuestion 
is  the  third  reading  and  passage  of 
ttfe  bill. 

The  bill  was  ordered  to  a  third  rea'Hing, 
read  the  third  time,  and  passed. 


mu 


PROHIBITION  OF  USE  OF  UNTESTED 
ADDITIVES  IN  FOOD— BILL  PASSED 
OVER 

Mr.  TALMADGE.  Mr.  President - 

The  PRESIDING  OFFICER.  The 
attention  of  the  Chair  is  called  by  the 
Parliamentarian  to  the  fact  that  there 
is  one  more  bill  at  the  foot  of  the  cal¬ 
endar,  which  must  be  disposed  of, 
namely,  Calendar  2487,  House  bill  13254, 
which  will  be  stated  by  title  for  the 
information  of  the  Senate. 

The  Legislative  Clerk.  A  bill  (H.  R. 
13254)  to  protect  the  public  health  by 
amending  the  Federal  Food,  Drug,  and 
Cosmetic  Act  to  prohibit  the  use  in  food 
of  additives  which  have  not  been  ade¬ 
quately  tested  to  establish  their  safety. 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  present  consideration 
of  the  bill? 

Mr.  CLARK.  Mr.  President,  it  is  my 
understanding  that  the  Senator  from 
Colorado  [Mr.  Carroll]  indicated  that 


he  had  been  asked  to  object  to  the  bill 
and  to  ask  that  it  be  passed  over,  because 
of  the  fact  that  it  was  objectionable  to 
the  junior  Senator  from  Wyoming  [Mr. 
O’Mahoney],  who  cannot  be  present. 
Accordingly,  I  must  ask  that  the  bill  be 
passed  over. 

The  PRESIDING  OFFICER.  The 
bill  will  be  passed  over. 

DR.  HERBERT  H.  ^CHAFER  AND  HIS 
IFE 

Mr.  TALMAp&E.  Mr.  President,  I 
ask  unanimou^ consent  for  the  present 
consideratioij/of  Calendar  No.  2462,  Sen¬ 
ate  bill  410S 

Th  PR^IDING  OFFICER.  The  bill 
will  be  stated  by  title  for  the  information 
of  the  Senate. 

Thf  Legislative  Clerk.  A  bill  (S. 
4109)  for  the  relief  of  Dr.  Herbert  H. 
Schafer  and  his  wife,  Irma  Niemeyer 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  present  consideration  of 
the  bill? 

Mr.  MORTON.  I  object. 

Mr.  TALMADGE.  Mr.  President,  will 
the  Senator  withhold  his  objection  in 
order  that  I  may  offer  an  explanation  of 
the  bill? 

Mr.  MORTON.  Certainly. 

Mr.  TALMADGE.  This  bill  was  intro¬ 
duced  in  the  Senate  by  me,  and  a  com¬ 
panion  bill  was  introduced  in  the  House 
by  Representative  Paul  Brown  of  Geor¬ 
gia,  to  admit  Dr.  and  Mrs.  Schafer  to 
permanent  residence  in  the  United 
States.  Its  purpose  is  to  prevent  the  dis¬ 
ruption  of  a  vital  program  of  advanced 
research  on  diseases  of  the  heart  pres¬ 
ently  being  conducted  at  the  Eugene  Tal- 
madge  Memorial  Hospital  at  Augusta. 

Dr.  Schafer,  a  native  of  Germany  and 
a  citizen  of  France,  is  director  of  the 
Electrocardiographic  Laboratory  of  the 
Eugene  Talmadge  Memorial  Hospital. 
That  hospital  is  a  State-supported  insti¬ 
tution  operated  by  the  State  of  Georgia 
in  connection  with  the  Medical  College 
of  Georgia  for  the  twofold  purpose  of 
providing  medical  care  for  indigent 
Georgians  and  conducting  advanced  re¬ 
search,  particularly  in  the  fields  of  can¬ 
cer  and  heart  disease. 

)r.  Schafer  presently  is  engaged  in  in¬ 
valuable  work  in  an  extensive  research 
proj^t  at  the  Talmadge  Hospital  which 
has  a9^ts  objective  the  perfecting  of  sur¬ 
gical  techniques  for  the  cure  of  congeni¬ 
tal  and^heumatic  heart  disease.  Dr. 
Schafer’s  Skills  in  the  examination  of  the 
heart  are  considered  by  hospital  authori¬ 
ties  to  be  irreklacable  and  his  departure 
would  be  a  greakblow  not  only  to  Georgia 
but  also  to  the  entire  medical  profession. 

With  the  assistance  of  Senator  Rus¬ 
sell,  Congressman^3RowN  and  myself. 
Dr.  Schafer — who  is  iiWhis  country  on  an 
exchange-visitor  statusVsought  a  waiver 
of  the  2-year  foreign  residence  require¬ 
ment  under  Public  Law  o55.  But,  be¬ 
cause  he  is  not  engaged  ur%my  research 
project  financed  by  FederarSfunds,  the 
United  States  Public  Health  Service  de¬ 
clined  to  recommend  a  waiver  'for  him. 
And,  that  being  the  case,  the  Depart¬ 
ment  of  State  and  the  ImmigratioiKand 
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ituralization  Service  had  no  alternative 
ier  the  law  but  also  to  decline  a  rec- 
endation. 

ThkPublic  Health  Service  did  not  min¬ 
imize  the  importance  of  Dr.  Schafer’s 
work  buMook  the  position  that  it  cannot 
recommerid  waivers  for  physicians  not 
directly  engaged  in  Public  Health  Serv¬ 
ice  projects  o"x  research. 

The  Committee  on  the  Judiciary,  rec¬ 
ognizing  the  extenuating  circumstances 
of  this  case,  unanimously  recommended 
passage  of  S.  410&,  However,  because 
waiver  had  been  declined  under  Public 
Law  555,  an  objection  was  interposed 
when  the  measure  wa\  considered  on 
Calendar  Call  yesterday. 

It  is  apparent,  Mr.  President,  that  if 
allowed  to  continue  in  his  present  ca¬ 
pacity,  Dr.  Schafer  will  be  in\position 
to  make  a  significant  contribution  to  the 
advancement  of  medical  science. 

Unless  this  bill  is  passed  at  thiS\ses- 
sion.  Dr.  Schafer  and  his  wife  wilNbe 
forced  to  depart  the  country  and  the 
search  project  in  which  he  is  engager 
will  be  interrupted,  if  not  terminated. 

I  believe  this  Senate  will  agree  that  it 
is  the  national  interest  that  Dr.  Schafer 
and  his  wife  be  admitted  to  permanent 
residence  for  the  purpose  of  obtaining 
citizenship  and,  on  behalf  of  my  colleague 
and  myself,  I  sincerely  hope  the  Senate 
will  enact  this  measure. 

I  sincerely  hope  that  the  Senator  from 
Kentucky  will  withdraw  his  objection. 

Mr.  MORTON.  Mr.  President, -do  I 
correctly  understand  that  Dr.  Schafer 
came  here  on  an  exchange  basis? 

Mr.  TALMADGE.  The  Senator  is 
correct. 

Mr.  MORTON.  My  objection,  of 
course,  is  not  to  Dr.  Schafer,  whom  I 
do  not  know. 

Mr.  TALMADGE.  I  understand. 

Mr.  MORTON.  I  understand  about 
the  great  work  he  is  doing. 

I  have  a  very  strong  feeling  that  peo¬ 
ple  who  are  brought  here  at  the  tax¬ 
payers’  expense  in  connection  with  ex¬ 
change  programs  should  go  back  to  their 
own  countries.  That  is  the  purpose  of 
the  program. 

Mr.  TALMADGE.  I  point  out  to  the 
Senator,  however,  that  if  he  had  been 
employed  by  the  Federal  Government 
instead  of  the  State  government,  tl 
Federal  Government  would  gladly  ha^e 
recommended  that  he  be  allowedr  to 
remain. 

Mr.  MORTON.  In  view  of  tiyf  great 
work  which  the  Senator  assures  me 
the  doctor  is  doing,  and  in  view  of  the 
unusual  circumstances  of  jl ne  case,  I 
withdraw  my  objection. 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  prese/  consideration 
of  the  bill? 

There  being  no  objection,  the  bill  was 
considered,  ordered^  to  be  engrossed  for 
a  third  reading,  r/d  the  third  time,  and 
passed,  as  follow 

Be  it  enaetedfeto.,  That,  for  the  purposes 
the  Immisfation  and  Nationality  Act, 
Herbert  Jt.  Schafer  and  his  wife,  Irma 
lafer  shall  be  held  and  consid- 
ifave  been  lawfully  admitted  to 


of 
Dr. 
Niemeyer 
ered  to 


to  such  aliens  as  provided  for  in  this  act, 
the  Secretary  of  State  shall  Instruct  the 
proper  quota-control  officer  to  deduct  the 
required  numbers  from  the  appropriate 
quota  or  quotas  for  the  first  year  that  such 
quota  or  quotas  are  available. 

Mr.  TALMADGE.  Mr.  President,  I 
ask  unanimous  consent  to  have  printed 
in  the  Record  a  letter  dated  August  18, 
1958,  from  Herbert  H.  Schafer,  the 
beneficiary  under  the  bill,  to  Hon.  Paul 
Brown,  a  Member  of  Congress  from  the 
State  of  Georgia. 

There  being  no  objection,  the  letter 
was  ordered  to  be  printed  in  the  Record', 
as  follows: 

August  18,  1958. 

Hon.  Paul  Brown, 

Congress  of  the  United  States, 

House  of  Representatives, 
Washington,  D,  C. 

Dear  Congressman  Brown:  Thank  you 
for  your  letter  of  August  14,  1958,  Which  con¬ 
tained  several  discouraging  enclosures;  I  re¬ 
ceived  it  this  morning. 

As  Senator  Talmadge  has  informed  me  by 
telegrain  that  the  Senate  Judiciary  Commit¬ 
tee  has  favorably  reported  his  bill  for  my 
Strife’s  and  my  relief  and  Senator  Talmadge 
pressed  hope  that  the  bill  will  be  passed 
iriVthe  Senate  and  sent  to  the  House  this 
weNi  1  should  like  to  submit  some  infm 
mation  which  the  House  Judiciary  Commit¬ 
tee  might  consider  as  a  mitigating  circum¬ 
stance  hi  my  particular ^case.  I  thought 
it  important  to  write  you  immediacy  Just 
in  case  thNdid  meet  on  private  immigra¬ 
tion  bills  thisKsession. 

The  law  states  that  aliens  Altering  as 
exchange  visitors  prior  to  Junre  4,  1956,  or 
“who  departed  as\exchange  visitors  prior  to 
that  date  will  nc\  be  subject  to  the  re¬ 
strictions  on  immigrfctioi^Drovided  in  Pub¬ 
lic  Law  555  unless  the^sVbsequently  acquire 
this  status.”  We  coulajeasily  have  left  the 
country  during  this  wemid  of  grace”  and 
reentered  with  an  inlmigrStion  visa. 

When  I  entered/he  United  States  as  an 
exchange  visitor  on  April  22,  1954,  there  were 
no  immigratior/estrictions  onSsuch  aliens; 
i.  e.,  I  did  nol/all  under  this  laNpriginaliy. 
The  reason  Utat  I  did  not  make  ary effort  to 
escape  jurisdiction  by  leaving  thN/United 
States  atyffiat  time  is  as  follows:  The  uni¬ 
versity  Vas  in  full  teaching  session  and  I 
was  urged  not  to  leave  during  this  critical 
time/Neither  the  university  nor,  of  coun 
myaflf,  realized  the  extreme  likelihood  thal 
thf  waiver  request  would  not  be  granted, 
le  university  officials  promised  every  effort 
my  behalf — which  they  have  made — and 
all  of  us  believed  that  either  by  the  waiver 
provision  or  as  a  last  resort  by  private  leg¬ 
islation  we  could  probably  expect  favorable 
action.  I  sincerely  hope  that  the  error  of 
judgment  in  not  protecting  myself  against 
the  restrictions  of  Public  Law  555— which 
error  was  made  in  good  faith  and  out  of 
sense  of  responsibility  to  the  university — 
will  not  end  my  hopes  to  have  my  status 
changed. 

Please  accept  my  gratitude  for  all  your  ef¬ 
forts. 

Sincerely  yours, 

Herbert  H.  Schafer,  M.  D. 


the  Unh£d  States  for  permanent  residence 
as  of  tjse  date  of  the  enactment  of  this  act 
uPon/payment  of  the  required  visa  fees. 
UpoR  the  granting  of  permanent  residence 


The  PRESIDING  OFFICER.  Is  there  A 
objection  to  the  present  consideration 
the  bill? 

There  being  no  objection,  the  bill/was 
considered,  ordered  to  a  third  re§ 
read  the  third  time,  and  passed^ 

The  PRESIDING  OFFICE/.  The 
Chair  lays  before  the  Senate  Jfne  unfin¬ 
ished  business. 


MARKUS  H.  TEITEL 

Mr.  JAVITS.  Mr.  President,  I  ask 
unanimous  consent  for  the  present  con¬ 
sideration  of  Calendar  2066,  House  bill 
6595. 

The  PRESIDING  OFFICER.  The  bill 
will  be  stated  by  title  for  the  informa¬ 
tion  of  the  Senate. 

The  Legislative  Clerk.  A  bill  (H.  R. 
6595)  for  the  relief  of  Markus  H.  Teitel. 


HOUSE— EN- 
JOINT  RESO- 


MESSAGE  FROM 

ROLLED  BILLS 

LUTIONS  SIGNEI 

A  message  from/he  House  of  Repre¬ 
sentatives,  by  Mjr  Bartlett,  one  of  its 
reading  clerks/  announced  that  the 
Speaker  had  affixed  his  signature  to  the 
following  enrolled  bills  and  joint  resolu¬ 
tions,  and  jmey  were  signed  by  the  Vice 
President^ 

S.  765,yAn  act  to  increase  the  authorization 
for  tli(/ppropriation  of  funds  to  complete 
the  International  Peace  Garden,  N.  Dak.; 
s/>42.  An  act  for  the  relief  of  Lori  Biagi; 
jr  2043.  An  act  for  the  relief  of  Genoveffa' 
fgliozzi; 

S.  2517.  An  act  to  amend  sections  2275  and 
r2276  of  the  Revised  Statutes  with  respect 
to  certain  lands  granted  to  States  and  Terri¬ 
tories  for  public  purposes; 

S.  2530.  An  act  to  designate  the  beneficiary 
of  the  equitable  title  to  land  purchased  by 
the  United  States  and  added  to  the  Rocky 
Boy’s  Indian  Reservation,  Mont.; 

S.  2592.  An  act  to  amend  the  law  relating 
to  the  execution  of  contracts  with  Indian 
tribes; 

S.  2594.  An  act  to  transfer  certain  prop¬ 
erty  and  functions  of  the  Housing  and  Home 
Finance  Administrator  to  the  Secretary  of 
the  Interior,  and  for  other  purposes; 

S.  2850.  An  act  for  the  relief  of  Maria 
Pontillo; 

S.  2888.  An  act  to  provide  for  registration, 
reporting,  and  disclosure  of  employee  wel¬ 
fare  and  pension  benefit  plans; 

S.  2922.  An  act  to  authorize  per  capita 
payments  to  members  of  the  Red  Lake  Band 
of  Chippewa  Indians  from  the  proceeds  of 
the  sale  of  timber  and  lumber  on  the  Red 
Lake  Reservation,  and  for  other  purposes; 

S.  3139.  An  act  to  repeal  the  act  of  July  2, 
1956,  concerning  the  conveyance  of  certain 
property  of  the  United  States  to  the  village 
of  Carey,  Ohio; 

S.  3203.  An  act  relating  to  minerals  on  the 
IJVind  River  Indian  Reservation  in  Wyoming, 
jd  for  other  purposes; 

,3534.  An  act  to  authorize  the  Secretary 
of  vhe  Army  to  convey  approximately  181 
aerestef  land  at  Fort  Crowder  Military  Re¬ 
servation  to  the  city  of  Neosho,  Mo.; 

S.  356AAn  act  to  accord  coverage  under 
the  Civil  Service  Retirement  Act  to  certain 
temporary  mral  carriers; 

S.  3572.  ArNct  to  authorize  land  exchanges 
for  purposes  o^he  George  Washington  Me¬ 
morial  Parkway^?  Montgomery  Couiity,  Md., 
and  for  other  purNses; 

S.  3676.  An  act  foVthe  relief  of  Maria  Mi- 
chela  Leo  Di  Gioia; 

S.  3682.  An  act  to  ^rthorize  the  sale  or 
exchange  of  certain  laJwls  of  the  United 
States  situated  in  Pima  qgunty,  Ariz.,  and 
for  other  purposes; 

S.  3723.  An  act  to  amend  Public  Law  522, 
84th  Congress  (relating  to  the  conveyance  of 
certain  lands  to  the  city  of  HendCTBon,  Nev.) ; 

S.  3873.  An  act  to  amend  sectioiNoi  of  the 
Federal  Property  and  Administrativ^Services/ 
Act  of  1949,  as  amended,  to  authortee  the 
interchange  of  inspection  services  beWeen 
executive  agencies,  and  the  furnishing,  of 
such  services  by  one  executive  agency’ 
another,  without  reimbursement  or  transfd 
of  funds; 


/ 
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.VIRGIN  ISLANDS.  Adopted  the  conference  report  on  H.  R.  12226,  to  extend  unti 
^une  30,  1959,  the  charter  of  the  Virgin  Islands  Corporation,  including  ne  ' 
nthority  to  operate  salt  water  distillation  facilities  and  continuation 
auttiority  for  sugar  production,  p.  17600 


22.  FRUITJ 
indust^ 


Sen.  Langer  inserted  an  article  on  a  proposed  chokecherry  preserve 
'  in  N.  D.  pp.  17?52»3  ¥  ^ 

SENATE  -  August  23 


23.  MUTUAL  SECURITY  APPROPRIATION  BILL,  1959.  Both  Houses  receive/ and  agreed  to 
the  conferencdyreport  on  this  bill,  H.  R.  13192  (H.  Rept.  27 OU).  The  Senate 
had  passed  the  Mil  earlier  as  reported  by  the  Appropriations  Committee,  pp, 
17787-88,  17826-1*8,  17850-62,  17955-6,  1797U-8,  17991-2, >897-98  This  bill 
will  now  be  sent  t\  the  President. 

2lu  INDEPENDENT  OFFICES  APPROPRIATION  BILL,  1959.  Passed/jith  amendments  this  bill, 
H.  R.  13856.  (pp.  1786^-76)  Rejected,  30  to  U5,  a ti  amendment  by  Sen.  Williams, 

B  for  himself  and  several  pthers,  which  would  have  i4quested  the  President  to 

review  expenditures  programmed  by  the  Federal  agencies  during  1959,  and  to  re¬ 
duce  expenditures  2  percent\on  defense  items,  ^nd  h  to  10  percent  on  expendi¬ 
tures  of  other  agencies  (excbpt  for  certain  ffoced  cost  items),  and  to  report 
on  actions  taken  on  such  a  review  to  be  inc/uded  in  the  i960  budget,  (pp, 
17868-7U)  The  House  concurred  ito  the  Sen^6e  amendments  with  an  amendment  of 
its  own.  (p.  17965)  The  Senate  then  co/curred  in  the  House  amendment,  (pp. 
1799U-7)  This  bill  will  now  be  sent  ta/the  President. 

Received  from  the  President  a  sWplemental  appropriation  request  for  the 
Departments  of  Labor  and  Treasury  (v^\oc.  119).  p.  17758 

25.  FORESTRY.  Passed  without  amendment  H.  R.M2281,  to  authorize  the  Secretary  of 
Interior  to  exchange  lands  to  provide  for  \n  administrative  site  in  the  El 
Portal  area  of  the  Yosemite  National  Park,  including  the  exchange  of  National 
Forest  land.  (p.  17790)  Thi^bill  MU  now  Db  sent  to  the  President. 
x  Sen.  Morse  inserted  a /Series  of  resolutions  adopted  by  the  Ore.  State 

D  Labor  Council  relating  tq/forestry,  timber,  forest  disease,  water  power,  etc. 
pp.  17776-8  / 

26.  BUTTER 5  CHEESE.  Agreed  to  the  House  amendments  to  S.\2006,  to  amend  the  In¬ 
ternal  Revenue  Code/of  195U  so  as  to  relieve  the  Surgeton  General  of  the  Amy 
and  Navy  from  sitting  with  the  Secretary  of  AgricultureNqn  appeals  boards  to 
decide  appeals  ftfom  the  decision  of  the  Secretary  of  the  Treasury  on  cases  in¬ 
volving  deleterious  substances  in  butter  or  oleomargarine  Or  in  any  substance 
in  the  manufacture  of  so-called  filled  cheese,  (pp.  17786-7K  This  bill  will 
now  be  sentXo  the  President. 

27.  SCHOOL  LUNCHES.  Agreed  to  the  House  amendment  to  S,  176U,  to  authorize  paymoit 
of  the /Cost  of  free  lunches  for  needy  children  in  the  D.  C.  public^schools • 

(p.  17y87)  This  bill  will  now  be  sent  to  the  President. 

FOOD  ADDITIVES.  Passed  with  amendments  H.  R.  1325U,  to  prohibit  the  use  of  food 
additives  until  after  adequate  tests  of  their  safety  have  been  determined. 
Agreed  to  an  amendment  by  Sen.  Williams  to  exempt  from  the  bill  those  products 
regulated  under  the  Poultry  Products  Inspection  Act.  The  House  concurred  in 
the  Senate  amendment  to  the  bill.  (pp.  17791-2,  17938)  This  bill  will  now  be 
sent  to  the  President. 
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elimination  of  the  Senate  limitation  of  300  rural  redevelopment  counties,  of 
appointment  of  local  redevelopment  committees,  and  of  the  specific  employment 
of  private  firms  for  technical  assistance;  and  (e)  minor  changes  in  the  urtyi 
renewal  part  of  the  program." 


\ 


13. 


FARM,  PROGRAM •  Sen.  Proxmire  stated  that  the  April  1  reduction  in  daiiy/price 
supports  cost  Wis.  dairymen  &8|r  million  in  the  past  it  months,  and  tha*  at  the 
same  time  consumers  had  not  benefited,  and  alleged  that  the  Administration's 
policies  were  aiding  only  the  middleman.  He  inserted  a  table  sho^Cng  the  in¬ 
crease  j\lJSDA  expenditures  since  1953,  and  quoted  from  a  1952  s/eech  by  the 
President  ''as  a  basis  for  contending  that  the  Secretary  was  following  a  contrary 
policy.  pp\  1753U-6 

Sen.  Martin,,  Iowa,  spoke  on  "Fifty  Facts  For  Farmers, "/Siting  various 
statistics  andN^nformation  to  show  that  trends  in  agriculture  were  favorable, 
pp.  176lh-6 


liu  EDUCATION.  Agreed,  >s66  to  15,  to  the  conference  repor^/on  H.  R.  132^7,  the 
national  defense  education  bill.  pp.  17577-87 

Sen.  Neuberger  inserted  an  article  on  the  national  defense  education  bill,| 
H.  R.  132U7.  p.  17753 


15.  PUBLIC  DEBT.  Passed  as  reputed,  57  to  20,  H.yft.  13580,  to  increase  the  public 
debt  limit  to  $288  billion  through  fiscal  ye^r  1959,  and  $283  billion  there¬ 
after.  pp.  17629-30,  17725,  \7729-k9,  1775^-U 


16.  PERSONNEL,  Concurred  in  the  Hous\  amencWbnts  to  S,  1903,  to  provide  that  Presi¬ 
dential  appointees  who  serve  specific  /terms  of  more  than  2  years  overseas  shall 
be  entitled  to  travel  expenses,  the\a*ame  as  other  Federal  employees,  when  they  ■ 
return  to  their  place  of  residence/atvthe  end  of  their  tour  of  duty.  p.  17590 
Sen.  Allott  commended  Federal  employees  who  "under  handicaps  of  more  work 
with  fewer  people,  are  doing  so /well  in\he  field  of  public  service,"  and  cited 
the  Federal  Housing  Administration  officeM^n  Colo,  as  an  example,  p.  175^0 


17.  FOREIGN  AID.  Senate  began  debate  on  H.  R.  13V2,  the  mutual  security  appropria¬ 
tion  bill  for  1959.  The  committee  amendments  yere  adopted,  pp.  177^7-50 
,  Sen.  Watkins  submitted  an  amendment  to  be  proposed  to  H.R.  13192,  the 

mutual  security  appropriation  bill  for  1959,  to  add  $2.5  million  to  the  bill  ( 
and  allow  the  President  to  use  such  funds  to  alleviate  economic  hardships  over¬ 
seas  caused  by  the  application  of  the  application  or^the  escape  clause  pro-  .  | 
vision  of  the  Trade  Agreements  Act.  p.  175l5 


18.  SURPLUS  COMMODITIES;  FOREIGN  TRADE.  Sens.  Schoeppel  urge^L  enactment  of  legisla¬ 
tion  to  extend  Public  Law  U80  so  as  to  aid  in  sales  of  sur&lus  farm  commodities, 
pp.  17529-35 


19.  APPROPRIATIONS.  The  Appropriations  Committee  reported  with  amendments  H.  R. 
13856,  the  independent  offices  appropriation  bill  for  1959  (S.  Kept.  2U95)*  P* 
1775U, 

Sens.  Bridges  and  Williams  submitted  an  amendment  to  be  propoldd  to  H.  R. 
13^6  6r,  the  independent  offices  appropriation  bill  for  1959,  to  request  the 
resident  to  reduce  expenditures  2%  on  defense  items,  and  4  to  10$  on  Nether 
appropriations  (except  for  fixed  cost  items  such  as  interest,  pensions, 
Federal-State  cooperative  benefits,  or  veterans  compensation),  with  a  revert  on 
actions  taken  on  such  review  to  be  included  in  the  I960  budget,  p.  1775U 


CONTRACTS.  Passed  as  reported  H.R.  117U9,  to  extend  the  Renegotiation  Act  of 
1951  for  6  months.  Senate  conferees  were  appointed,  pp.  17558,  17596-9 
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‘‘Edward  Arthur  Patterson  Lake”  was 
considered,  ordered  to  be  engrossed  fo/ 
a  Yhird  reading,  read  the  third  time, 
anirjpassed,  as  follows :  / 

Resolved  by  the  Senate  and  House  of  Rep¬ 
resentatives  of  the  United  States  of  America 
in  Congress  assembled,  That  the  lal /  to  be 
formed  iW  the  waters  impoundey  by  the 
DickinsonCam  in  the  State  of  Noi/i  Dakota 
shall  hereafter  be  known  as  "Edward  Arthur 
Patterson  Lake,"  and  any  law/ regulation, 
document  or  Accord  of  the  UnJted  States  In 
which  such  lake  is  designator  or  referred 
to  shall  be  held\o  refer  to  /ich  lake  under 
and  by  the  name\f  “Edwajfl  Arthur  Patter¬ 
son  Lake.”  \  I 


BILL  PASSED  OVER 

The  bill  (H.  R.  10896)  making  appro¬ 
priations  for  sunp-y  executive  bureaus, 
boards,  commissions,  corporations,  agen¬ 
cies,  and  offices/or  the  fisoal  year  ending 
June  30,  1959f  and  for  other  purposes, 
was  announced  as  next  in  order. 

The  PRESIDING  OFFICER.  Is  there 
objection  Jo  the  present  consideration  of 
the  bill?/  \ 

Mr.  OTjARK.  Mr.  President,  \hat  is 
an  ap/ropriation  bill,  and  is  not  prop¬ 
erly  /alendar  business.  It  should.  be 
pas/d  over.  \ 

The  PRESIDING  OFFICER.  The  M 
wfll  be  passed  over.  \ 


PROHIBITION  OF  USE  OF  UNTESTED 
ADDITIVES  IN  FOOD 

The  PRESIDING  OFFICER.  Calen¬ 
dar  No.  2487,  House  bill  13254,  was  passed 
to  the  foot  of  the  calendar.  The  bill 
will  be  stated  by  title  for  the  informa¬ 
tion  of  the  Senate. 

The  Legislative  Clerk.  A  bill  (H.  R. 
13254)  to  protect  the  public  health  by 
amending  the  Federal  Food,  Drug,  and 
Cosmetic  Act  to  prohibit  the  use  in  food 
of  additives  which  have  not  been  ade¬ 
quately  tested  to  establish  their  safety, 
i  Mr.  HILL.  Mr.  President,  I  ask  unan¬ 
imous  consent  to  have  printed  in  the 
Record  at  this  point  a  statement  which 
I  have  prepared  on  the  bill.  ... 

There  being  no  objection,  the  state¬ 
ment  was  ordered  to  be  printed  in  the 
Record,  as  follows: 

This  bill,  which  is  the  result  of  some  6 
years  of  very  intensive  hearings  held  by  the 
House  Committee  on  Interstate  and  Foreign 
Commerce,  was  reported  unanimously  by 
that  committee  to  the  House,  passed  the 
House  without  dissent  and  has  been  unani- 
mously  reported  by  the  Committee  on  Labor 
and  Public  Welfare. 

The  bill  has  as  its  objective  the  correction 
of  two  deficiencies  in  the  existing  laws  un¬ 
der  which  we  undertake  to  assure  the  safety 
of  the  foods  sold  to  the  people  of  the  United 
States. 

In  the  first  place,  this  legislation  would 
require  the  processor  of  foodstuffs  who  pro¬ 
poses  to  add  to  the  food  any  new  chemical 
additive  to  first  prove  that  the  proposed  ad¬ 
dition  will  be  safe.  Under  present  law  the 
burden  of  proving  any  particular  additive 
poisonous  or  deleterious  to  humans  lies 
with  the  Food  and  Drug  Administration. 
Sometimes  a  chemical  may  be  added  to  food¬ 
stuffs  and  used  for  a  considerable  period 
of  time  before  anyone  begins  to  suspect  that 
it  may  be  having  ill  effects.  When  and  if 
suspicion  has  been  aroused,  more  time 
passes  before  the  Food_  and  Drug  Adminis¬ 
tration  can  schedule  it  for  investigation. 


The  scientists  of  our  Food  and  Drug  Ad¬ 
ministration  then  undertake  investigatory- 
procedures  involving  testing  the  chemical 
additives  on  small  animals.  This  may  take 
2  years  or  even  longer.  In  the  meantime, 
millions  of  people  may  be  eating  the  food¬ 
stuffs  containing  the  perhaps  seriously  dele¬ 
terious  additive.  An  overwhelming  percent¬ 
age  of  America’s  food  processors  of  course 
have  voluntarily  undertaken  to  thoroughly 
test  any  additives  before  using  them.  This 
bill  would  require  that  all  processors  do  so 
and  that  no  new  additives  be  used  without 
their  safety  having  first  been  established. 
The  burden  of  proof  is  placed  where  it  be¬ 
longs:  Not  on  the  Government,  but  on  the 
concern  which  intends  to  add  the  chemical 
to  our  food. 

The  second  change  in  existing  law  would 
permit  American  industry  to  promote  new 
technological  developments  in  food  handling 
calculated  to  make  foods  more  tasteful  and 
appetizing,  to  enable  them  to  be  kept  longer, 
or  to  otherwise  improve  them,  through  the 
use  of  additives  now  proscribed  under  a  blan¬ 
ket  provision  of  existing  law.  This  legisla¬ 
tion,  which  has  the  approval  of  the  Food  and 
Drug  Administration,  would  permit  the  use 
of  additives  at  safe  levels  in  order  to  ad¬ 
vance  our  food  technology. 

I  have  said  that  the  bill  before  us  passed 
the  House  unanimously.  I  have  also  pointed 
out  that  it  has  the  support  of  the  Food  and 
Drug  Administration,  which  is  charged  by 
law  with  responsibility  for  protecting  the 
public’s  health  with  respect  to  the  foods  it 
eats.  I  am  happy,.  Mr.  President,  to  be  able 
to  also  announce  that  our  records  indicate 
that  this  measure  now  has  the  overwhelming 
support  of  the  major  industrial  and  business 
concerns  which  would  be  affected  by  it.  Its 
prompt  passage  is  urged  not  only  by  the 
Administration  and  the  committee  but  by 
such  business  groups  as : 

“National  Canners  Association;  National 
Dairy  Products  Corp.,  Kraft  Foods  Division; 
Grocery  Manufacturers  of  America;  Millers 
National  Federation;  American  Bakers  Asso¬ 
ciation;  Manufacturing  Chemists  Associa¬ 
tion;  and  the  Dairy  Industry  Committee, 
speaking  for:  the  American  Butter  Institute; 
the  American  Dairy  Milk  Institute;  the 
Evaporated  Milk  Association;  the  Interna¬ 
tional  Association  of  lee  Cream  Manufac¬ 
turers;  the  Milk  Industry  Foundation;  the 
National  Cheese  Institute;  and  the  Na¬ 
tional  Creameries  Association. 

The  bill  will  further  strengthen  the  ad¬ 
ministration  of  the  Pure  Food  and  Drug 
Act  and  the  protection  afforded  the  Amer¬ 
ican  people  by  that  act. 

Mr.  President,  I  note  the  presence  of  the 
distinguished  senior  Senator  from  Montana, 
Mr.  Murray.  He  is  a  former  chairman  of  the 
Senate  Committee  on  Labor  and  Public  Wel¬ 
fare  and  is  always  greatly  interested  in  the 
strengthening  of  the  Pure  Food  and  Drug 
Act.  We  owe  much  to  him  and  his  able 
and  devoted  leadership. 

Questions  were  raised  concerning  the  in¬ 
terpretation  of  two  words  in  the  bill.  The 
questions  were  taken  up  with  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 
Following  is  a  letter  from’  the  Department 
giving  Its  interpretation  of  those  words : 

Department  of  Health, 

Education,  and  Welfare, 
Washington,  August  20,  1958. 
Hon.  Lister  Hill, 

Chairman,  Committee  on  Labor,  and 
.Public  Welfare,  XJnited  States  Senate, 
Washington,  D.  C. 

•  Dear  Mr.  Chairman:  Two  questions  have 
arisen  about  the  correct  interpretation  and 
the  legislative  intent  of  section  2  of  H.  R. 
13254,  referred  to  as  the  “Food  Additives 
Amendment  of  1958.”  Those  questions,  and 
the  viewpoints  of  this  Department  and  of 
the  Food  and  Drug  Administration,  are  as 
follows; 


1.  Does  the  word  “substance,”  as  used  in 
that  section,  include  a  food  or  food  compo¬ 
nent  consisting  of  two  or  more  ingredients? 
Our  interpretation  is  in  the  affirmative. 

2.  Do  the  words  "common  use,”  as  used 
in  that  section,  include  a  wide  use  of  such 
a  substance  by  many  consumers,  even  though 
such  a  substance  may^  have  been  used  by 
only  a  single  manufacturer  of  food  or  food 
components?  Again  our  answer  is  in  the 
affirmative. 

We  would  greatly  appreciate  it  if  you  would 
place  this  letter  in  the  Congressional  Rec¬ 
ord  in  connection  with  the  presentation  of 
the  bill  for  Senate  consideration. 

Sincerely  yours, 

Elliott  L.  Richardson, 

Assistant  Secretary. 

I  would  add  that  the  term  ‘‘otherwise 
affecting  the  characteristics  of  any  food” 
refers  to  an  effect  not  generally  recog¬ 
nized  as  safe  among  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  the  safety  of  food  additives; 
but  innocuous  effects  of  packaging,  such 
as  protection  from  dirt,  retarding  mois¬ 
ture  loss,  preserving  shape,  providing 
convenience  in  use,  handling  and  stor¬ 
age,  and  the  like,  would  not  be  covered. 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  present  consideration 
of  the  bill? 

There  being  no  objection,  the  Senate 
proceeded  to  consider  the  bill,  which  had 
been  reported  from  the  Committee  on 
Labor  and  Public  Welfare  with  amend¬ 
ments,  on  page  15,  after  line  5,  to  insert 
a  new  section,  as  follows : 

Sec.  8.  The  annual  rate  of  basic  compensa¬ 
tion  of  the  Commissioner  of  Food  and  Drugs 
shall  be  $20,000. 

And  after  line  7,  to  insert  a  new  sec¬ 
tion,  as  follows: 

Sec.  9.  Section  208  (g)  of  the  Public 
Health  Service  Act,  as  amended  (42  U.  S.  C. 
210  (g) ) ,  is  amended  by  striking  out  the 
phrase  “in  the  professional  and  scientific 
service”  and  inserting  in  lieu  thereof  the 
phrase  “in  the  professional,  scientific,  and 
executive  service”  and  by  striking  out  the 
phrase  “of  specially  qualified  scientific  or 
professional  personnel”  and  inserting  in  lieu 
thereof  “of  specially  qualified  scientific,  pro¬ 
fessional,  and  administrative  personnel.” 

Mr.  HILL.  Mr.  President,  I  ask  that 
the  committee  amendments  be  agreed 
to  en  bloc. 

The  PRESIDING  OFFICER.  Without 
objection,  it  is  so  ordered. 

Mr.  WILLIAMS.  Mr.  President,  I  offer 
the  amendments  which  I  send  to  the 
desk  and  ask  to  have  stated. 

The  PRESIDING  OFFICER.  The 
amendments  offered  by  the  Senator  from 
Delaware  will  be  stated. 

The  Legislative  Clerk.  On  page  2, 
line  21,  a$ter  the  word  “Act,”  it  is  pro¬ 
posed  to  insert  the  following:  “,  the  Poul¬ 
try  Products  Inspection  Act  (21  U.  S.  C. 
451  and  the  following).” 

On  page  15,  line  3,  after  the  words 
“pursuant  to,”  it  is  proposed  to  insert 
the  following :  “the  Poultry  Products  In¬ 
spection  Act  (21  U.  S.  C.  451  and  the 
following)  ,  or.” 

Mr.  HILL.  Mr.  President,  let  me  say 
to  the  distinguished  Senator  from  Dela¬ 
ware  that  these  are  very  fine  amend¬ 
ments.  The  Department  of  Agriculture 
favors  the  amendments.  The  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
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has  no  objection  to  them.  I  hope  the 
amendments  may  be  agreed  to. 

The  PRESIDING  OFFICER.  The 
question  is  on  agreeing  to  the  amend¬ 
ments  offered  by  the  Senator  from 
Delaware. 

The  amendments  were  agreed  to. 

The  amendments  were  ordered  to  be 
engrossed  and  the  bill  to  be  read  a  third 
time. 

The  bill  was  read  the  third  time,  and 
passed. 

Mr.  WILLIAMS.  Mr.  President,  I  ask 
unanimous  consent  to  have  printed  in 
the  Record  at  this  point  a  brief  state¬ 
ment  which  I  have  prepared  in  connec¬ 
tion  with  my  amendment. 

There  being  no  objection,  the  state¬ 
ment  was  ordered  to  be  printed  in  the 
Record,  as  follows: 

Statement  by  Senator  Williams  in  Connec-  I 

tion  With  Amendment  to  H.  R.  13254,  as  | 

Reported  by  the  Senate  Committee  on  j 

Labor  and  Public  Welfare  With  Amend-  | 

MENTS 

The  bill  as  reported  by  the  Committee  on  J 
Labor  and  Public  Welfare,  as  indicated  by 
the  provisions  of  section  2  and  section  7  re¬ 
lating  to  the  Meat  Inspection  Act,  is  not 
Intended,  as  indicated  by  the  committee 
report  on  page  9,  to  affect  the  jurisdiction  of  1 
the  Department  of  Agriculture  under  the 
Meat  Inspection  Act.  Apparently  through  an 
oversight  similar  reference  is  not  made  in 
the  bill  to  the  Poultry  Products  Inspection 
Act,  which  was  enacted  during  the  last  ses¬ 
sion  of  this  Congress,  dealing  with  a  manda¬ 
tory  inspection  program  for  poultry.  This 
omission  of  reference  to  this  act  may  havS 
been  due  to  the  language  of  section  18  of  the 
Poultry  Products  Inspection  Act  which  indi¬ 
cates  clearly  the  congressional  intent  with 
respect  to  the  scope  and  nature  of  the  juris¬ 
diction  of  the  Secretary  of  Agriculture  under 
that  act.  However,  in  order  to  make  it 
abundantly  clear  that,  as  in  the  case  of  the 
Meat  Inspection  Act,  it  is  not  the  intention 
of  the  Congress  in  passing  this  bill  to  in 
any  way  affect  the  scope  or  nature  of  the 
jurisdiction  of  the  Department  of  Agricul¬ 
ture  under  the  Poultry  Products  Inspection 
Act,  I  am  offering  an  amendment  which  will 
Include  in  the  bill  references  to  the  Poultry 
Products  Inspection  Act  similar  to  those 
made  to  the  Meat  Inspection  Act. 


ORDER  OF  BUSINESS 

The  PRESIDING  OFFICER.  That 
concludes  the  calendar.  ^ 

Mr.  MORSE.  Mr.  President,  will  tl/ 
Chair  advise  the  Senator  from  Oregon 
where  the  call  of  the  calendar  yw as 
started?  / 

The  PRESIDING  OFFICER.  The  call 
started  at  the  beginning,  but  all  tine  order 
numbers  up  to  1684  were  ohjected  to; 
also  order  numbers  1990  ty2479  were 
objected  to,  and  were  passed  over. 

The  call  was  resumed  /ith  order  No. 
2487,  a  bill  which  was  passed  to  the  foot 
of  the  calendar  when  M  was  called,  and 
which  has  just  now  heen  passed. 

Mr.  MORSE.  Wds  any  action  taken 
on  Calendar  2091yTHouse  bill  6995? 

The  PRESIDING  OFFICER.  It  was 
passed  over  wi£n  a  group  of  bills  en  bloc. 

Mr.  MORSE.  What  action  was  taken 
with  regard*to  Calendar  2427,  Senate  bill 
2020?  / 

The  ^RESIDING  OFFICER.  It  was 
passedArver  with  a  group  of  bills  en  bloc. 

/ 


AMENDMENT  OF  RAILROAD  RETIRE  - 
1  MENT  ACT  AND  RAILROAD  UNEM¬ 
PLOYMENT  INSURANCE  ACT 

Mr.  MORSE.  Mr.  President,  would  it 
be  out  of  order  for  me  to  make  a  brief 
statement  in  connection  with  Calendar 
No.  2427,  Senate  bill  2020? 

The  PRESIDING  OFFICER.  The 
Senator  from  Oregon  has  the  floor. 

Mr.  MORSE.  Mr.  President,  I  invite 
the  attention  of  Senators  to  Calendar 
No.  2427,  Senate  bill  2020,  a  bill  to  amend 
the  Railroad  Retirement  Act  of  1937  and 
the  Railroad  Unemployment  Insurance 
Act.  I  hope  it  can  be  considered  some 
time  before  adjournment.  I  should  like 
to  tell  the  Senate  why,  and  I  should  like 
to  have  the  attention  of  the  Senator 
from  Kentucky  [Mr.  Cooper],  who  is 
familiar  with  the  bill,  as  is  the  Senator 
from  Alabama  [Mr.  Hill],  who  is  also  a 
member  of  our  committee,  and  the  Sen¬ 
ator  from  Michigan  [Mr.  McNamara]. 
They  are  the  only  members  of  the  Com- 
.  mittee  on  Labor  and  Public  Welfare 
%yhom  I  see  present  in  the  chamber.  I 
cfcdl  upon  them  to  check  the  statement 
I  aim  about  to  make  to  the  Senate. 

Tftjs  is  a  technical  bill.  It  is  a  biU) 
whicnSeeeks  to  bring  to  an  end  the  juris¬ 
dictional  conflict  between  the  Railroad 
Retirement  Board  and  the  Social  Secu¬ 
rity.  BoaraSm  connection  with  squalled 
freeze  disability  cases,  disability  cases 
where  the  person  disabled  worked  for  a 
time  for  a  railroad,  then  forta  time  did 
not  work  for  thXrailroad/and  became 
disabled.  Who  wflj  haver  jurisdiction? 
Will  the  jurisdictiorrbe/ad  by  the  Rail¬ 
road  Retirement  Boanf  or  by  the  Social 
Security  Board?  Thernteresting  thing 
is  that  the  pattern  of  setuhig  these  cases 
by  way  of  disability  allowance  is  the 
same  whether  tj/  cases  are\aandled  by 
the  Railroad  Retirement  Boarder  by  the 
Social  Security  Board.  We  ail  know, 
however,  that  in  governmental  aepart- 
ments  the/  develops  a  desire  to  hold  on 
to  whatever  any  given  agency  thmks 
comes  ^within  its  jurisdiction,  and  niff 
yield  jurisdiction  to  another  agency  ins 
whacit  thinks  is  an  encroachment  in  the 
fie|a  of  jurisdiction.  That  is  the  prob- 
l/n  which  confronted  us  in  the  Commit¬ 
tee  on  Labor  and  Public  Welfare  and  in 
our  subcommittee. 

Therefore  we  said  to  both  agencies: 
“Get  your  heads  together.  Stop  bother¬ 
ing  us  with  this  kind  of  administrative 
detail.”  There  is  no  reason  in  the  world 
why  these  two  agencies  should  not  sit 
down  and  decide  how  they  are  going  to 
solve  this  little  jurisdictional  conflict. 
The  result  was  ‘that  we  received  a  letter 
some  time  later  which  advised  us  that 
they  had  gotten  their  heads  together. 
We  took  their  agreement,  and  it  is  now 
in  the  form  of  S.  2020. 

I  wish  to  be  completely  accurate,  and 
therefore  state  that  subsequent  to  the 
submission  of  the  joint  agreement  be¬ 
tween  these  two  agencies,  someone  in 
the  Social  Security  Administration  had 
a  second  thought,  and  wanted  a  further 
modification  made.  We  took  the  posi¬ 
tion  it  was  too  late.  We  said  they  had 
worked  out  a  fair  agreement  in  the  first 
place  and  we  had  accepted  it,  and  we 


were  going  to  stand  on  that  acceptance.  / 

Mr.  President,  we  should  not  go  into/ 
another  year  without  passing  this  tech/ 
nical  bill.  We  should  pass  it  now.  IDrt 
does  not  work  out  to  the  satisfactions  of 
both  agencies,  they  can  come  ba/c  to 
us.  However,  I  will  tell  Senators  what 
the  result  will  be  if  Congress  mjfces  this 
administrative  decision  based/upon  the 
joint  understanding  which  the  agencies 
have  reached.  It  will  me/n  that  both 
agencies  will  adjust  to  it  a/d  we  will  hear 
nothing  further  about  it/  If  we  keep  the 
bill  on  the  calender,  a/a  adjourn  with  it 
on  the  calendar,  weAvill  keep  the  fires 
of  dispute  and  disagreement  between 
these  two  great  agencies  burning.  The 
time  has  come  t/squelch  them. 

I  hope  at  some  time  today  we  will  bring 
up  S.  2020,  fti r  not  more  than  a  minute’s  . 
debate,  an^get  it  behind  us,  and  get  it  to 
the  Hous/  and  get  it  voted  on,  so  that 
the  Committee  on  Labor  and  Public  Wel¬ 
fare,  chme  January,  can  devote  its  time 
to  m/re  important  matters  than  to  have 
th/e  agencies  come  before  the  commit¬ 
tee  and  wash  their  jurisdictional  linen 
in  front  of  us.  That  is  my  plea.  I  can 
'say  no  more.  I  ask  my  chairman,  the 
Senator  from  Alabama  [Mr.  Hill]  and 
the  Senator  from  Kentucky  [Mr. 
Cooper]  and  other  members  of  the  com¬ 
mittee  if  I  have  said  anything  that  is  not 
in  accord  with  the  facts. 

Mr.  JOHNSON  of  Texas.  Mr.  Presi¬ 
dent,  if  we  can  pass  the  bill  in  a  minute, 

I  ask  unanimous  consent  that  we  proceed 
to  its  consideration. 

Mr.  MORSE.  I  have  made  my  case. 

The  PRESIDING  OFFICER.  The  bill 
will  be  stated  by  title  for  the  informa-  ; 
tion  of  the  Senate. 

The  Chief  Clerk.  A  bill  (S.  2020)  to 
amend  the  Railroad  Retirement  Act  of 
1937- and  the  Railroad  Unemployment 
Insurance  Act. 

The  PRESIDING  OFFICER.  Is  there 
objection  to  the  present  consideration  of 
the  bill? 

There  being  no  objection,  the  Senate 
proceeded  to  consider  the  bill,  which  had 
been  reported  from  the  Committee  on 
SLabor  and  Public  Welfare  with  amend¬ 
ments  on  page  2,  line  1,  after  the  word 
“subsection”,  to  strike  out  “and  all  pur¬ 
pose^  of  title  II  of  the  Social  Security  ’ 
Act”;\n  line  18,  after  the  word  “year”iTm‘ 
to  strike  out  “ Provided ,  That  no  such 
period  oK  disability  shall  be  deemed  to 
have  beguu.  if  the  employee  died  before 
July  1,  1955>g;  in  line  21,  after  the  word 
“Provided”,  t\  strike  out  “further”;  on 
page  3,  line  3,\fter  the  word  “July”,  to 
strike  out  “1957”\nd  insert  “1958”,  after 
the  amendment  just  above  stated,  to 
strike  out  “And  lwqvided”  and  insert 
“Provided  further”;  iV line  11,  after  the 
word  “act”,  to  strike  ofcff  “For  purposes 
of  section  5  (k)  (2)  of  this  act,  any  de¬ 
termination  by  the  Board \f  a  period  of 
disability  for  an  employee  sWill  be  con¬ 
sidered  a  determination  of  such  a  period 
for  such  employee  by  the  Secretary  of 
Health,  Education,  and  WelfarX  under 
section  216  (i)  of  the  Social  Security 
Act,  and  for  such  purposes  sectioirs222 
(b)  of  the  Social  Security  Act  shall  not 
apply  with  respect  to  any  individual 
whose  period  of  disability  is  determined\ 
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passettr-anda  motion  to  reconsidg 
laid  on  thetat 

A  similaj^EJettse^BIll^wa&^laid  on  the 


FOOD  ADDITIVES 

.  Mr.  HARRIS.  Mr.  Speaker,  I  ask 
unanimous  consent  to  take  from  the 
Speaker’s  table  the  bill  (H.  R.  13254)  to 
protect  the  public  health  by  amending 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  to  prohibit  the  use  in  food  of  addi¬ 
tives  which  have  not  been  adequately 
tested  to  establish  their  safety,  with  Sen¬ 
ate  amendments,  and  concur  in  the 
Senate  amendments. 

The  Clerk  read  the  title  of  the  bill. 
The  Clerk  read  the  Senate  amend¬ 
ments,  as  follows: 

Page  2,  line  21,  after  "act”  insert  ",  the 
Poultry  Products  Inspection  Act  (21  U.  S.  C. 
■El  and  the  following) 

’  Page  15,  line  3,  after  "to”  insert  “the  Poul¬ 
try  Products  Inspection  Act  (21  U.  S.  C.  451 
and  the  following)  or.” 

Page  15,  after  line  5,  insert: 

K  “Sbc.  8.  The  annual  rate  of  basic  compen- 
'tion  of  the  Commissioner  of  Food  and 
shall  be  $20,000.” 


SPEAKER.  Is  there  objection  to 
request  of  the  gentleman  from  Ar¬ 
kansas  [Mr.  Harris!  ? 

Mr.  CURTIS  of  Missouri.  Mr.  Speaker, 
reserving  the  right  to  object,  will  the 
gentleman  make  a  'short  explanation  of 
the  bill  and  the  amendments? 

Mr.  HARRIS.  This  is  referred  to  as 
the  food  additives  bill,  which  passed  the 
House  a  few  days  ago. 

Mr.  CURTIS  of  Missouri.  'The  amend¬ 
ments  are  germane  to  the  bill? 

Mr.  HARRIS.  They  are. 

Mr.  CURTIS  of  Missouri.  I  withdraw 
my  reservation  of  objection,  Mr.  Speaker. 

The  SPEAKER.  Is  there  objection 
to  the  request  of  the  gentleman  from 
Arkansas  [Mr.  Harris]? 

There  was  no  objection. 

The  Senate  amendments  were  con¬ 
curred  in. 

A  motion  to  reconsider  was  laid  on 

e  table. 

Mr.  WILLIAMS  of  Mississippi  asked 
*,nd  was  given  permission  to  revise  and 
“ctend  his  remarks  at  this  point  in  the 

ECORD.) 

Mr.  WILLIAMS  of  Mississippi.  Mr. 
peaker,  H..  R.  13254  is  the  so-called 
■food  additives  bill  which  passed  the 
House  several  weeks  ago. 

-  The  Senate  accepted  the  House  bill 
In  its  entirety,  and  added  several  amend¬ 
ments,  the  effect  of  which  is  as  follows 
1  First.  Language  added  on  page  2,  line 
21,  and  page  15,  line  3,  would  exempt 
,from  the  scope  of  the  legislation  sub¬ 
stances  already  approved  under  the  pro¬ 
visions  of  the  Poultry  Products  Inspec¬ 
tion  Act.  These  exemptions  would  be  in 
addition  to  those  already  contained  in 
the  bill  as  passed  by  the  House  for  sub¬ 
stances  approved  under  the  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
[Act  and  the  Meat  Inspection  Act  of 
March  4,  1907.  This  amendment  is  re¬ 
quested  by  the  poultry  industry  and  con¬ 
curred  in  by  the  Departments  of  Agri¬ 
culture  and  Health,  Education,  and  Wel¬ 
fare. 


Second.  A  new  section  8  added  by  the 
Senate  would  increase  the  annual  rate  I 
of  compensation  of  the  Commissioner  of  | 
Food  and  Drugs  from  $17,500  to  $20,000.  | 
The  Department  of  Health,  Education, 
and  Welfare  has  suggested  that  in  light  ] 
of  the  scope  and  complexity  of  the  pro-  j 
gram  administered  by  the  Commissioner  j 
of  Food  and  Drugs,  his  salary  should  be  | 
increased  as  provided  in  this  amendment.  j 

Third.  A  new  section  9  added  by  the 
Senate  would  amend  section  208  (g)  of 
the  Public  Health  Service  Act,  as  amend¬ 
ed,  to  authorize  the  employment  of  key 
executive  and  administrative  personnel 
in  the  Public  Health  Service,  particularly 
in  the  National  Institutes  of  Health,  at 
a  higher  rate  of  compensation. 

Section  208  (g)  now  authorizes  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare  to  establish  and  fix  the  compensa¬ 
tion,  within  the  Public  Health  Service, 
for  not  more  than  85  positions — of  which 
not  less  than  73  shall  be  for  the  National 
Institutes  of  Health — in  the  professional 
and  scientific  service,  to  effectuate  the 
research  and  development  activities 
which  require  the  services  of  specially 
qualified  scientific  or  professional  per¬ 
sonnel.  The  rate  of  compensation  for 
these  positions  is  to  be  not  less  than 
$12,500  per  annum  and  not  more  than 
$19,000  per  annum,  and  these  positions 
are  subject  to  the  approval  of  the  Civil 
Service  Commission.  The  Senate 
amendment  would  add  "executive  serv¬ 
ice”  and  "administrative  personnel’’  to 
the  "professional  and  scientific  service’’ 
and  the  “specially  qualified  scientific  or 
professional  personnel.” 

This  legislation,  if  enacted,  would  ena¬ 
ble  the  Secretary  of  Health,  Education, 
and  Welfare  to  provide  adequate  com¬ 
pensation  for  key  executive  and  admin¬ 
istrative  personnel  in  the  National  In¬ 
stitutes  of  Health  such  as,  for  example, 
the  Executive  Officer  of  the  National  In¬ 
stitutes  of  Health,  the  executive  officers 
of  several  of  the  larger  institutes,  and 
the  officers  in  charge  of  research  plan¬ 
ning  and  scientific  information.  The 
amendment  would  not  increase  the  total 
number  of  positions  now  authorized  pur¬ 
suant  to  section  208  (g)  and  would  not 
,  modify  the  maximum  salary  limitations 
under  that  section. 

This  amendment  has  the  approval  of 
the  Department  of  Health,  Education, 
and  Welfare. 

Since  the  food  additive  bill,  H.  R. 
13254,  passed  the  House,  I  have  re¬ 
ceived  an  inquiry  as  to  how  this  legis¬ 
lation  affects  the .  packaging  industry. 
Of  course,  packaging  ordinarily  is  not 
intended  or  reasonably  expected  to  be¬ 
come  a  part  of  food  and  therefore  would 
not  come  under  the  bill.  The  term 
"otherwise  affecting  the  characteristics 
of  any  food”  refers  to  an  effect  not  gen¬ 
erally  recognized  as  safe  among  experts 
qualified  by  scientific  training  and  ex¬ 
perience  to  evaluate  the  safety  of  food 
additives;  but  innocuous  effects  of  pack¬ 
aging,  such  as  protection  from  dirt,  re¬ 
tarding  moisture  loss,  preserving  shape, 
providing  convenience  in  use,  handling, 
and  storage,  and  the  like,  would  not  be 
covered. 


IENDING  HOUSE  RESOLUTION  149, 
85TH  CONGRESS 

Mr.  SMITH  of  Virginia.  Mr.  Speaker, 
;all  up  the  resolution,  House  Resolution^ 
6|9,  by  direction  of  the  Committee  or 
Rules,  and  ask  for  its  immediate  con^ 
siqpration. 

Che  Clerk  read  the  resolution,  as  foi- 
lov 

Resolved,  That  House  resolution  149,  sith 
Congress,  as  amended,  is  amended  by /in- 
sertiifig  after  "North  American  Continant,” 
the  f (Slowing:  “and  elsewhere  in  connection 
with  any  study  or  investigation  of  ocean 
steamship  conferences  and  the  dua/  rate 
system!’ 

With\the  following  committee  amend¬ 
ment: 

Page  Itatrike  out  lines  1,  2,  3,  4,  a#id  down 
to  and  inffiuding  the  word  “system” Jin  line  5, 
and  insert  "That  H.  Res.  149,  85thiCongress, 
as  amende®,  is  further  amended  bjy  striking 
out  the  Is  A  sentence  in  paragraph  2  thereof 
and  inserting  in  lieu  thereof  the#  following : 
‘For  such  purposes  the  said  committee  or 
any  subcommittee  thereof  as  authorized  by 
the  chairmat  is  hereby  authorized  to  sit 
and  act  during  the  present  Cordgress  at  such 
times  and  places  within  the  United  States, 
its  TerritorieiA  and  possessions,  within  the 
North  American  Continent,/  or  elsewhere 
when  in  connection  with  arjy  study  or  in¬ 
vestigation  of  Acean  steamship  conferences 
and  the  dual  ratfe  system,  wuether  the  House 
has  recessed,  or  has  adjourned,  to  hold  such 
hearings,  and  t®  require/  by  subpena  or 
otherwise  the  attendance  /md  testimony  of 
such  witnesses  aim  the  nfoduction  of  such 
books,  records,  cArrespo»dence,  memoran¬ 
dums,  papers,  andldocuments,  as  it  deems 
necessary:  Provide  A,  haivever.  That  in  no 
event  shall  the  chaiAian/designate  more  than 
5  committee  members  fend  2  staff  members 
to  proceed  outside  tile /United  States  on  any 
one  study  or  investifMtion  of  ocean  steam¬ 
ship,  conferences  andjfhe  dual  rate  system.” 

Mr.  Speaker, 


I  yield  to  the 

ihic 

?f  oAo.  Mr.  Speaker, 
time  ia  order  to  inquire 
resolution  which  would 
littee  oV  Merchant  Ma¬ 
mies  to  travel  abroad  and 
Certain  activities  in  which 
is  interested. 

of  Virgmia.  I  might 
explanation  of  what  the 

of  Ohio.  l\yish  the  gen- 

Ir  .Speaker, 


Mr.  BROWN  of/Ahio. 
will  the  gentleman maid? 

Mr.  SMITH  of  tfirgViia. 
gentleman  from 
Mr.  BROWN 
I  asked  for  this; 
if  this  is  not  th§ 
permit  the  Cor 
rine  and  Fishe 
to  investigate  , 
the  committed 
Mr.  SMI] 
make  a  brie 
resolution  is. 

Mr.  BRO j 
tleman  would. 

Mr.  SMITH  of  Virginia, 
as  is  well /mown,  all  legislative  commit¬ 
tees  hav@  the  right  to  investigate  mat¬ 
ters  witMin  their  jurisdiction,  but  only 
those  which  have  a  special  ^resolution 
may  travel  outside  of  the  continental 
United/states.  , 

A  resent  decision  of  the  Supreme  Court 
has  (mused  some  trouble  among  the 
steanyship  lines  with  respect  to\what  is 
as  dual-rate  contracts.!  It  is 
to  be  necessary  to  have  some  con- 
ces  between  officials  of  various  ship- 
ing  corporations,  and  it  is  going  to 
be /advisable  for  some  members  qf  the 
rchant  Marine  and  Fisheries  fcom- 
ttee  to  attend  those  conferences!  If 
tfiey  take  place  in  the  United  Statesvthis 
solution  will  not  be  necessary,  bnfc  if 
hey  do  not,  it  may  be  necessary. 
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«(iv)  if  there  he  no  such  widow,  widower, 
child,  or  grandchild,  to  any  parent  or  parents 
Sof  such  employee;  or 

\“(v)  if  there  be  no  such  widow,  widower, 
child,  grandchild,  or  parent,  to  any  brother 
or  skter  of  such  employee;  dr 

“( Aj  if  there  be  no  such  widow,  widower, 
child,  grandchild,  parent,  brother,  or  sister, 
to  the  estate  of  such  employee. 


a  lump : 

(c)  The  ikst  sentence  of  section  5f  (h)  of 
such  act  is  amended  by  striking  put  “prior 
to”  and  inserting  in  lieu  thereof  “after.” 

(d)  Section  \  (i)  (3)  of  such  act  is 

amended  (1)  by  inserting  “and”  after  the 
semicolon  in  subparagraph  (i) ;  (2)  by  strik¬ 
ing  out  all  of  subnarkgraph  (ii)  after  “title 
II  of  the  Social  Security  Act”  and  inserting 
in  lieu  thereof  a  period-Wid  (3)  by  striking 
out  subparagraphs  (iii)  ak  (iv). 

(e)  Section  5  (k)  (3)\pf  such  act  is 

amended — 

( 1 )  by  inserting  in  the  first  >entence  after 
"service”  the  following:  “,  of  determinations 
under  section  3  (e)  of  this  act,  objection  216 

(i)  of  the  Social  Security  Act,  of  periods  of 
disability  within  the  meaning  of  suc^ection 
216  (i) ,”; 

(2)  by  inserting  in  the  first  sentence \f ter 
"this  section”  the  following;  “,  section  3  >£ ) 
of  this  act,”;  and 

(3)  by  inserting  in  the  second  sentence 
after  “therein”  the  following:  “(except  in 
the  case  of  a  determination  of  disability  un¬ 
der  section  216  (i)  of  the  Social  Security 
Act.” 

(f)  Section  5  (1)  (6)  of  such  act  is  amend¬ 
ed  by  striking  out  the  parenthetical  phrases 
in  the  first  and  second  sentences  and  by  in¬ 
serting  at  the  end  thereof  the  following  sen¬ 
tence:  “Wages,  as  defined  in  this  paragraph, 
shall  be  credited  for  the  purposes  of  this 
section  in  the  jjfSnner  and  to  the  extent 
credited  for  corresponding  purposes  of  title 
II  of  the  Social  Security  Act.” 

(g)  Section  5  (1)  (7)  (ii)  of  such  act  is 
amended  by  striking  out  “forty  or  more  quar¬ 
ters  of  coverage”  and  inserting  in  lieu  there¬ 
of  the  following :  “either  will  have  had  forty 
or  more  quarters  of  coverage  or  would  be 
fully  insured  under  title  II  of  the  Social  Se¬ 
curity  Act  if  his  service  as  an  employee  after 
December  31,  1936,  were  included  in  the 
term  •employment’  as  defined  in  that  act.” 

(h)  Section  5  (1)  (8)  of  such  act  is  amend¬ 

ed  (1)  by  striking  out  “will  have  had  (i)” 
and  inserting  in  lieu  thereof  “(i)  will  have 
had”,  (2)  by  inserting  “either  will  have  had” 
after  “(ii)”,  and  (3)  by  inserting  before  the 
final  period  a  comma  and  the  following:  “or 
would  be  currently  insured  under  title  II  of/ 
the  Social  Security  Act  if  his  service  as 
employee  after  December  31,  1936,  were 
eluded  in  the  term  ‘employment’  as  defined 
in  that  act.”  / 

(i)  Section  5  (1)  (9)  of  such/ act  is 

amended — 

(1)  by  striking  out  “quarter  iy'whlch  he 
will  have  died”  each  place  it/appears  in 
clauses  (A)  and  (B)  and  by  inserting  in  lieu 
thereof  “employee’s  closing  date”; 

(2)  by  striking  out  the  last  proviso;  and 

(3)  by  inserting  after  the/first  sentence  the 
following  new  sentence?  “An  employee’s 
‘closing  date’  shall  meant  (A)  the  first  day  of 
the  first  calendar  ye^r  in  which  such  em¬ 
ployee  both  had  attained  age  65  and  was 
completely  insured*-  or  (B)  the  first  day  of 
the  calendar  yea j  in  which  such  employee 
died;  or  (C)  tl /  first  day  of  the  calendar 
year  following/the  year  in  which  such  em¬ 
ployee  died, Whichever  would  produce  the 
highest  ‘average  monthly  remuneration’  as 
defined  iiy  the  preceding  sentence.  If  the 
amount  />f  the  ‘average  monthly  remunera¬ 
tion’  a/1  computed  under  this  paragraph  is 
not  a, "multiple  of  $1,  it  shall  be  rounded  to 
the  next  lower  multiple  of  $1.” 

Wee.  3.  Section  10  (b)  (4)  of  the  Railroad 
Retirement  Act  of  1937  is  amended  by  in¬ 
serting  after  the  third  sentence  the  follow¬ 


ing  new  sentence;  “For  purposes  of  Its  ad¬ 
ministration  of  this  act  or  the  Railroad  Un¬ 
employment  Insurance  Act,  or  both,  the 
Board  may  hereafter  place,  without  regard 
to  the  numerical  limitations  contained  in 
section  505  of  the  Classification  Act  of  1949, 
as  amended,  4  positions  in  grade  GS-16  of 
the  general  schedule  established  by  that  act, 
4  positions  in  grade  GS-17  of  such  schedule, 
and  1  position  in  grade  GS-18  of  such 
schedule. 

Sec.  4.  Section  13  of  the  Railroad  Retire¬ 
ment  Act  of  1937  is  amended  ( 1 )  by  inserting 
“(a)”  after  “Sec.  13.”;  (2)  by  inserting  ",  or 
both”  before  the  final  period,  and  (3)  by 
adding  at  the  end  thereof  the  following  new 
subsection: 

“(b)  All  fines  and  penalties  imposed  by  a 
court  pursuant  to  this  act  shall  be  paid  to 
the  court  and  be  remitted  from  time  to  time 
by  order  of  the  judge  to  the  Treasury  of  the 
United  States  to  be  credited  to  the  Railroad 
Retirement  Account.” 

Sec.  5.  (a)  The  amendments  made  by  sec¬ 
tions  1  (a),  1  (d),  1  (e),  and  2  (i)  shall  be 
effective  with  respect  to  annuities  awarded 
under  the  Railroad  Retirement  Act  of  1937 
on  or  after  the  date  of  the  enactment  of  this 
act. 

(b)  The  amendments  made  by  sections 
(g)  and  2  (h)  shall  be  effective  (1)  wit 
respect  to  deaths  occurring  on  or  after  Vne 

/late  of  the  enactment  of  this  act  and/(2) 
nth  respect  to  any  death  occurring  before 
such  date  if  none  of  the  survivor.y'of  the 
deceased  individual  became  entitlau  before 
sucl^date  to  monthly  benefits,  by/reason  of 
the  individual's  death,  under  tijte  II  of  the 
Social  Security  Act. 

(c)  That  amendments  mad/rf’  by  section  1 

(b)  shall  ^effective  with  respect  to  deter¬ 
minations  onperiods  of  disunity,  within  the 
meaning  of  seVdion  216  {/)  of  the  Social  Se¬ 
curity  Act,  madkon  or  /if  ter  the  date  of  the 
enactment  of  thi^act.. 

(d)  The  amend^^nts  made  by  sections  1 

(c) ,  2  (a),  and  2  (^\  shall  be  effective  with 
respect  to  deaths/occurring  in  months  after 
the  month  in  w)4ich  thk  act  is  enacted. 

(e)  The  amendments  \aade  by  sections  2 
(c),  2  (d),  and  2  (f)  shall^e  effective  with 
respect  to  /annuities  accruing  for  months 
after  the  fiionth  in  which  thi^act  is  enacted. 

(f)  The  amendments  madeV  sections  2 
(e)  arur 3  shall  be  effective  on  the^ate  of  the 
enactment  of  this  act. 

(aO  The  amendment  made  by  clai\e  (3)  of 
section  4  shall  be  effective  with  respect  to 
lenses  committed  on  or  after  the  date  of 
the  enactment  of  this  act;  and  the  oilier 
amendments  made  by  section  4  shall  be 
fective  with  respect  to  fines  and  penalties  in3\ 
posed  on  or  after  such  date. 


PART  II- 


-AMENDMENTS  TO  THE  RAILROAD  UN¬ 
EMPLOYMENT  INSURANCE  ACT 


termining  such  balance  as  of  Septemben^30 
of  any  year,  the  balance  to  the  credit  of  the 
railroad  unemployment  insurance  adjhinis. 
tration  fund  as  of  the  close  of  business  on 
such  date  shall  be  deemed  to  be  a  pfrt  of  the 
balance  to  the  credit  of  such  account.” 

Sec.  204.  (a)  Section  904  (a y  of  the  So¬ 
cial  Security  Act  is  amended/by  inserting 
after  “the  railroad  unemployment  insurance 
account”  the  following :  “or/the  railroad  un¬ 
employment  insurance  administration  fund.” 

(b)  Section  904  (e)  oythe  Social  Security 
Act  is  amended  by  striking  out  “and  the  rail¬ 
road  unemployment  insurance  account”  and 
inserting  in  lieu  thereof  the  following:  “,  the 
railroad  unemployment  insurance  account, 
and  the  railroacf  unemployment  insurance 
administration  /und.” 

(c)  SectioryS04  (f)  of  the  Social  Security 
Act  is  amended  by  striking  out  “fund  as  the 
Railroad  Retirement  Board”  and  all  that  fol¬ 
lows  and Joy  inserting  in  lieu  thereof  the  fol¬ 
lowing: /‘railroad  unemployment  insurance 
account  for  the  paymet  of  benefits,  and  out 
of  tty  railroad  unemployment  insurance  ad¬ 
ministration  fund  for  the  payment  of  admin¬ 
istrative  expenses,  as  the  Railroad  Retire- 

lent  Board  may  duly  certify,  not  exceeding 
'the  amount  standing  to  the  credit  of  such 
account  or  such  fund,  as  the  case  may  be,  at 
the  time  of  such  payment.” 

Sec.  2p5.  (a)  Section  11  of  the  Rafiroi 
Unemployment  Insurance  Act  is  amended  1) 
striking  out  the  first  sentence  and  the  firs, 
two  words  of  the  second  sentence,  and  by 
inserting  in  lieu  thereof  the  following:  “The 
Secretary  of  the  Treasury  shall  maintain  in 
the  unemployment  trust  fund  established 
pursuant  to  section  904  of  the  Social  Seen 
Act  an  account  to  be  known  as  the  rail] 
unemployment  insurance  administr 
fund.  This  unemployment  insurance 
ministration  fund.” 

Sec.  206.  The  second  paragraph  of  section 
12  (1)  of  the  Railroad  Unemployment  In¬ 
surance  Act  is  amended  by  striking  out 
“Classification  Act  of  1923,  except  that  the 
Board  may  fix  the  salary  of  a  director  of 
unemployment  insurance  at  $10,000  per  an¬ 
num”  and  inserting  in  lieu  thereof  the  fol¬ 
lowing:  “Classification  Act  of  1949,  as 
amended.” 

Sec.  207.  (a)  The  amendments  made  by 
section  201  (a)  shall  be  effective  with  re¬ 
spect  to  registration  periods  in  benefit  years 
after  the  benefit  year  ending  on  June  80, 
1958. 


Sec.  201.  (a)  (1)  The  second  proviso  in 
section  1  (k)  of  the  Railroad  Unemployment 
Insurance  Act  is  amended  by  striking  out 
“second”  and  inserting  in  lieu  thereof  “first”, 
and  by  striking  out  “first”  and  inserting  in 
lieu  thereof  "second.” 

(2)  The  second  paragraph  of  such  section 
1  (k)  is  amended  by  striking  out  “one  dollar” 
and  inserting  in  lieu  thereof  “three  dollars.” 

(b)  Section  1  (q)  of  such  act  is  amended 
by  inserting  before  the  period  at  the  end 
thereof  the  following:  “in  the  unemployment 
trust  fund.” 

Sec.  202.  Section  4  (a-1)  (ii)  of  the  Rail¬ 
road  Unemployment  Insurance  Act  is 
amended  by  striking  out  all  that  follows 
“sickness  compensation  law”  and  precedes 
the  first  proviso  and  by  inserting  in  lieu 
thereof  the  following:  “other  than  this  act, 
or  any  other  social-insurance  payments  un¬ 
der  any  law.” 

Sec.  203.  Section  8  (a)  of  the  Railroad  Un¬ 
employment  Insurance  Act  is  amended  by 
inserting  before  the  period  at  the  end  thereof 
a  semicolon  and  the  following:  “and  in  de- 


(b)  The.  amendments  made  by  section  2t 
shall  be  effective  with  respect  to  days  ' 
benefit  years  after  the  benefit  year  endL 
on  June  30,  1958. 

(c)  The  remaining  amendments  made  by 
^his  part  shall  be  effective,  except  as  other- 

ise  indicated  therein,  on  the  date  of  the 
enactment  of  this  act. 


kRT  III - AMENDMENTS  TO  THE  SOCIAL 

SECURITY  ACT 


Sec.  \01.  Section  202  (t)  of  the  Social 
Security^ct  is  amended  by  changing  the 
period  at  rke  end  of  paragraph  (4)  thereof  to 
a  comma  and  inserting  thereafter  the  word 
“or”  and  the  following: 

“(E)  the  indWidual  on  whose  employment 
such  benefit  is  kaased  had  been  in  service 
covered  by  the  Railroad  Retirement  Act 
which  was  treated Nes  employment  covered 
by  this  act  pursuanV  to  the  provisions  of 
section  5  (k)  (1)  of  tn^Railroad  Retirement 
Act.” 


Sec.  302.  The  amendments  made  by  sec¬ 
tion  301  of  this  act  shall  apply  with  respect 
to  monthly  benefits  under  section  202  of  the 
Social  Security  Act  for  months  after  De¬ 
cember  1956,  and  with  respect  tb  lump-sum 
death  payments  under  such  section  202  in 
the  case  of  deaths  occurring  after  ijecember 
1956. 


The  bill  was  ordered  to  be  read  a  i 
time,  was  read  the  third  time. 
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Public  Law  85-929 
85th  Congress,  H.  R.  13254 
September  6,  1958 


AN  ACT 


72  Stat.  1784, 


To  protect  the  public  health  by  amending  the  Federal  Food,  Drug,  and  Cosmetic 
Act  to  prohibit  the  use  in  food  of  additives  which  have  not  been  adequately 
tested  to  establish  their  safety. 


Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the 
United  States  of  America  in  Congress  assembled ,  That  this  Act  may  Food  Additives 
be  cited  as  the  “Food  Additives  Amendment  of  1958”.  Amendment  of 

Sec.  2.  Section  201,  as  amended,  of  the  Federal  Food,  Drug,  and  1958* 

Cosmetic  Act  is  further  amended  by  adding  at  the  end  of  such  section  ^  j041* 

the  following  new  paragraphs:  ' 

“(s)  The  term  ‘food  additive’  means  any  substance  the  intended  6  ini  lons* 
use  of  which  results  or  may  reasonably  be  expected  to  result,  directly 
or  indirectly,  in  its  becoming  a  component  or  otherwise  affecting  the 
characteristics  of  any  food  (including  any  substance  intended  for  use 
«n  producing,  manufacturing,  packing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food;  and  including  any  source 
of  radiation  intended  for  any  such  use),  if  such  substance  is  not  gen¬ 
erally  recognized,  among  experts  qualified  by  scientific  training  and 
experience  to  evaluate  its  safety,  as  having  been  adequately  shown 
through  scientific  procedures  (or,  in  the  case  of  a  substance  used  in 
food  prior  to  January  1,  1958,  through  either  scientific  procedures  or 
experience  based  on  common  use  in  food)  to  be  safe  under  the  condi¬ 
tions  of  its  intended  use;  except  that  such  term  does  not  include — 

“(1)  a  pesticide  chemical  in  or  on  a  raw  agricultural  com¬ 
modity  ;  or 

“(2)  a  pesticide  chemical  to  the  extent  that  it  is  intended  for 
use  or  is  used  in  the  production,  storage,  or  transportation  of  any 
raw  agricultural  commodity ;  or 
“(3)  any  substance  used  in  accordance  with  a  sanction  or  ap¬ 
proval  granted  prior  to  the  enactment  of  this  paragraph  pursuant 
to  this  Act,  the  Poultry  Products  Inspection  Act  (21  IT.  S.  C.  451  71  stat.  441. 
and  the  following)  or  the  Meat  Inspection  Act  of  March  4,  1907 
(34  Stat.  1260),  as  amended  and  extended  (21  IT.  S.  C.  71  and  the 
following). 

“(t)  The  term  ‘safe’,  as  used  in  paragraph  (s)  of  this  section  and  in 
.section  409,  has  reference  to  the  health  of  man  or  animal.” 

)  Sec.  3.  (a)  Clause  (2)  of  section  402  (a),  as  amended,  of  such  Act  Insanitary 
is  amended  to  read  as  follows:  “(2)  (A)  if  it  bears  or  contains  any  ingredients, 
added  poisonous  or  added  deleterious  substance  (except  a  pesticide  21  usc  342, 
chemical  in  or  on  a  raw  agricultural  commodity  and  except  a  food 
additive)  which  is  unsafe  within  the  meaning  of  section  406,  or  (B)  if 
it  is  a  raw  agricultural  commodity  and  it  bears  or  contains  a  pesticide 
chemical  which  is  unsafe  within  the  meaning  of  section  408  (a),  or 
(C)  if  it  is,  or  it  bears  or  contains,  any  food  additive  which  is  unsafe 
within  the  meaning  of  section  409 :  Provided ,  That  where  a  pesticide 
chemical  has  been  used  in  or  on  a  raw  agricultural  commodity  in  con¬ 
formity  with  an  exemption  granted  or  a  tolerance  prescribed  under 
section  408  and  such  raw  agricultural  commodity  has  been  subjected  to 
processing  such  as  canning,  cooking,  freezing,  dehydrating,  or  milling, 
the  residue  of  such  pesticide  chemical  remaining  in  or  on  such  proc¬ 
essed  food  shall,  notwithstanding  the  provisions  of  sections  406  and 
409,  not  be  deemed  unsafe  if  such  residue  in  or  on  the  raw  agricultural 
commodity  has  been  removed  to  the  extent  possible  in  good  manufac¬ 
turing  practice  and  the  concentration  of  such  residue  in  the  processed 
food  when  ready  to  eat  is  not  greater  than  the  tolerance  prescribed  for 
the  raw  agricultural  commodity;”. 
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(b)  Section  402  (a),  as  amended,  of  such  Act  is  further  amended 
by  striking  out  the  period  at  the  end  thereof  and  inserting  in  lieu 
thereof  a  semicolon  and  the  following:  “or  (7)  if  it  has  been  inten¬ 
tionally  subjected  to  radiation,  unless  the  use  of  the  radiation  was 
in  conformity  with  a  regulation  or  exemption  in  effect  pursuant  to 
section  409.” 

(c)  The  first  sentence  of  section  406  (a)  of  such  Act  is  amended  by 
striking  out  “clause  (2)”  wherever  it  appears  in  such  sentence  and 
inserting  in  lieu  thereof  “clause  (2)  (A)”. 

Sec.  4.  Chapter  IV  of  such  Act  is  amended  by  adding  at  the  end 
thereof  the  following  new  section : 

“food  additives 
“Unsafe  Food  Additives 

“Sec.  409.  (a)  A  food  additive  shall,  with  respect  to  any  particular 
use  or  intended  use  of  such  additives,  be  deemed  to  be  unsafe  for  theC 
purposes  of  the  application  of  clause  (2)  (C)  of  section  402  (a),v. 
unless — 

“(1)  it  and  its  use  or  intended  use  conform  to  the  terms  of  an 
exemption  which  is  in  effect  pursuant  to  subsection  (i)  of  this 
section;  or 

“(2)  there  is  in  effect,  and  it  and  its  use  or  intended  use  are 
in  conformity  with,  a  regulation  issued  under  this  section  pre¬ 
scribing  the  conditions  under  which  such  additive  may  be  safely 
used. 

"While  such  a  regulation  relating  to  a  food  additive  is  in  effect,  a  food 
shall  not,  by  reason  of  bearing  or  containing  such  an  additive  in  accord¬ 
ance  with  the  regulation,  be  considered  adulterated  within  the  mean¬ 
ing  of  clause  (1)  of  section  402  (a). 

“Petition  To  Establish  Safety 

“(b)  (1)  Any  person  may,  with  respect  to  any  intended  use  of  a 
food  additive,  file  with  the  Secretary  a  petition  proposing  the  issuance 
of  a  regulation  prescribing  the  conditions  under  which  such  additive 
may  be  safely  used. 

“(2)  Such  petition  shall,  in  addition  to  any  explanatory  or  support¬ 
ing  data,  contain — 

“(A)  the  name  and  all  pertinent  information  concerning  such\ 
food  additive,  including,  where  available,  its  chemical  identity 
and  composition ; 

“(B)  a  statement  of  the  conditions  of  the  proposed  use  of  such 
additive,  including  all  directions,  recommendations,  and  sugges¬ 
tions  proposed  for  the  use  of  such  additive,  and  including  speci¬ 
mens  of  its  proposed  labeling ; 

“(C)  all  relevant  data  bearing  on  the  physical  or  other  technical 
effect  such  additive  is  intended  to  produce,  and  the  quantity  of 
such  additive  required  to  produce  such  effect ; 

“(D)  a  description  of  practicable  methods  for  determining  the 
quantity  of  such  additive  in  or  on  food,  and  any  substance  formed 
in  or  on  food,  because  of  its  use ;  and 

“(E)  full  reports  of  investigations  made  with  respect  to  the 
safety  for  use  of  such  additive,  including  full  information  as  to 
the  methods  and  controls  used  in  conducting  such  investigations. 

“(3)  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish 
(or,  if  the  petitioner  is  not  the  manufacturer  of  such  additive,  the 
petitioner  shall  have  the  manufacturer  of  such  additive  furnish,  with- 


21  use  342. 

21  USC  346. 

21  USC  341 
et  seq. 
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out  disclosure  to  the  petitioner)  a  full  description  of  the  methods 
used  in,  and  the  facilities  and  controls  used  for,  the  production  of  such 
additive. 

“(4)  Upon  request  of  the  Secretary,  the  petitioner  shall  furnish 
samples  of  the  food  additive  involved,  or  articles  used  as  components 
thereof,  and  of  the  food  in  or  on  which  the  additive  is  proposed  to  be 
used. 

“(5)  Notice  of  the  regulation  proposed  by  the  petitioner  shall  be 
published  in  general  terms  by  the  Secretary  within  thirty  days  after 
filing. 

“Action  on  the  Petition 

“(c)  (1)  The  Secretary  shall — 

“(A)  by  order  establish  a  regulation  (whether  or  not  in  accord 
with  that  proposed  by  the  petitioner)  prescribing,  with  respect 
to  one  or  more  proposed  uses  of  the  food  additive  involved,  the 
conditions  under  which  such  additive  may  be  safely  used  (includ¬ 
ing,  but  not  limited  to,  specifications  as  to  the  particular  food  or 
classes  of  food  in  or  in  which  such  additive  may  be  used,  the 
maximum  quantity  which  may  be  used  or  permitted  to  remain 
in  or  on  such  food,  the  manner  in  which  such  additive  may  be 
added  to  or  used  in  or  on  such  food,  and  any  directions  or  other 
labeling  or  packaging  requirements  for  such  additive  deemed 
necessary  by  him  to  assure  the  safety  of  such  use),  and  shall 
notify  the  petitioner  of  such  order  and  the  reasons  for  such 
action;  or 

“(B)  by  order  deny  the  petition,  and  shall  notify  the  peti¬ 
tioner  of  such  order  and  of  the  reasons  for  such  action. 

“(2)  The  order  required  by  paragraph  (1)  (A)  or  (B)  of  this 
subsection  shall  be  issued  within  ninety  days  after  the  date  of  filing  of 
the  petition,  except  that  the  Secretary  may  (prior  to  such  ninetieth 
day) ,  by  written  notice  to  the  petitioner,  extend  such  ninety-day  period 
to  such  time  (not  more  than  one  hundred  and  eighty  days  after  the 
date  of  filing  of  the  petition)  as  the  Secretary  deems  necessary  to 
enable  him  to  study  and  investigate  the  petition. 

“(3)  No  such  regulation  shall  issue  if  a  fair  evaluation  of  the  data 
before  the  Secretary — 

“(A)  fails  to  establish  that  the  proposed  use  of  the  food  addi¬ 
tive,  under  the  conditions  of  use  to  be  specified  in  the  regulation, 
will  be  safe:  Provided ,  That  no  additive  shall  be  deemed  to  be 
safe  if  it  is  found  to  induce  cancer  when  ingested  by  man  or  ani¬ 
mal,  or  if  it  is  found,  after  tests  which  are  appropriate  for  the 
evaluation  of  the  safety  of  food  additives,  to  induce  cancer  in  man 
or  animal ;  or 

“(B)  shows  that  the  proposed  use  of  the  additive  would  pro¬ 
mote  deception  of  the  consumer  in  violation  of  this  Act  or  would 
otherwise  result  in  adulteration  or  in  misbranding  of  food  within 
the  meaning  of  this  Act. 

“  (4)  If,  in  the  judgment  of  the  Secretary,  based  upon  a  fair  evalua¬ 
tion  of  the  data  before  him,  a  tolerance  limitation  is  required  in  order 
to  assure  that  the  proposed  use  of  an  additive  will  be  safe,  the 
Secretary — 

“(A)  shall  not  fix  such  tolerance  limitation  at  a  level  higher 
than  he  finds  to  be  reasonably  required  to  accomplish  the  physical 
or  other  technical  effect  for  which  such  additive  is  intended;  and 

“(B)  shall  not  establish  a  regulation  for  such  proposed  use  if 
he  finds  upon  a  fair  evaluation  of  the  data  before  him  that  such 
data  do  not  establish  that  such  use  would  accomplish  the  intended 
physical  or  other  technical  effect. 
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“(5)  In  determining,  for  the  purposes  of  this  section,  whether  a 
proposed  use  of  a  food  additive  is  safe,  the  Secretary  shall  consider 
among  other  relevant  factors — 

“(A)  the  probable  consumption  of  the  additive  and  of  any 
substance  formed  in  or  on  food  because  of  the  use  of  the  additive ; 

“(B)  the  cumulative  effect  of  such  additive  in  the  diet  of  man 
or  animals,  taking  into  account  any  chemically  or  pharmacologi¬ 
cally  related  substance  or  substances  in  such  diet;  and 

“(C)  safety  factors  which  in  the  opinion  of  experts  qualified 
by  scientific  training  and  experience  to  evaluate  the  safety  of  food 
additives  are  generally  recognized  as  appropriate  for  the  use  of 
animal  experimentation  data. 

“Regulation  Issued  on  Secretary’s  Initiative 

“(d)  The  Secretary  may  at  any  time,  upon  his  own  initiative,  pro¬ 
pose  the  issuance  of  a  regulation  prescribing,  with  respect  to  any 
particular  use  of  a  food  additive,  the  conditions  under  which  such 
additive  may  be  safely  used,  and  the  reasons  therefor.  After  the  /" 
thirtieth  day  following  publication  of  such  a  proposal,  the  Secretary 
may  by  order  establish  a  regulation  based  upon  the  proposal. 

“Publication  and  Effective  Date  of  Orders 

“(e)  Any  order,  including  any  regulation  established  by  such  order, 
issued  under  subsection  (c)  or  (d)  of  this  section,  shall  be  published 
and  shall  be  effective  upon  publication,  but  the  Secretary  may  stay 
such  effectiveness  if,  after  issuance  of  such  order,  a  hearing  is  sought 
with  respect  to  such  order  pursuant  to  subsection  (f). 

“Objections  and  Public  Hearing 

“(f)  (1)  Within  thirty  days  after  publication  of  an  order  made 
pursuant  to  subsection  (c)  or  (d)  of  this  section,  any  person  adversely 
affected  by  such  an  order  may  file  objections  thereto  with  the  Secre¬ 
tary,  specifying  with  particularity  the  provisions  of  the  order  deemed 
objectionable,  stating  reasonable  grounds  therefor,  and  requesting  a 
public  hearing  upon  such  objections.  The  Secretary  shall,  after  due 
notice,  as  promptly  as  possible  hold  such  public  hearing  for  the  pur¬ 
pose  of  receiving  evidence  relevant  and  material  to  the  issues  raised 
by  such  objections.  As  soon  as  practicable  after  completion  of  the 
hearing,  the  Secretary  shall  by  order  act  upon  such  objections  and  f 
make  such  order  public. 

“(2)  Such  order  shall  be  based  upon  a  fair  evaluation  of  the  entire 
record  at  such  hearing,  and  shall  include  a  statement  setting  forth  in 
detail  the  findings  and  conclusions  upon  which  the  order  is  based. 

“(3)  The  Secretary  shall  specify  in  the  order  the  date  on  which 
it  shall  take  effect,  except  that  it  shall  not  be  made  to  take  effect  prior 
to  the  ninetieth  day  after  its  publication,  unless  the  Secretary  finds 
that  emergency  conditions  exist  necessitating  an  earlier  effective  date, 
in  which  event  the  Secretary  shall  specify  in  the  order  his  findings  as 
to  such  conditions. 

“Judicial  Review 

“(g)  (1)  In  a  case  of  actual  controversy  as  to  the  validity  of  any 
order  issued  under  subsection  (f),  including  any  order  thereunder 
with  respect  to  amendment  or  repeal  of  a  regulation  issued  under  this 
section,  any  person  who  will  be  adversely  affected  by  such  order  may 
obtain  judicial  review  by  filing  in  the  United  States  Court  of  Appeals 
for  the  circuit  wherein  such  person  resides  or  has  his  principal  place 
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°f  business,  or  in  the  United  States  Court  of  Appeals  for  the  District 
of  Columbia  Circuit,  within  sixty  days  after  the  entry  of  such  order 
a  Pet1*10*1  praying  that  the  order  be  set  aside  in  whole  or  in  part.  ’ 
(2)  A  copy  of  such  petition  shall  be  forthwith  served  upon  the 
Secretary,  or  upon  any  officer  designated  by  him  for  that  purpose,  and 
theieupon  the  Secretary  shall  certify  and  file  in  the  court  a  transcript 
of  the  proceedings  and  the  record  on  which  he  based  his  order.  Upon 
such  filing,  the  court  shall  have  exclusive  jurisdiction  to  affirm  or  set 
aside  the  order  complained  of  in  whole  or  in  part.  The  findings  of 
the  Secretary  with  respect  to  questions  of  fact  shall  be  sustained  if 
based  upon  a  fair  evaluation  of  the  entire  record  at  such  hearing.  The 
court  shall  advance  on  the  docket  and  expedite  the  disposition  of  all 
causes  filed  therein  pursuant  to  this  section. 

“(3)  The  court,  on  such  judicial  review,  shall  not  sustain  the  order 
of  the  Secretary  if  he  failed  to  comply  with  any  requirement  imposed 
on  him  by  subsection  (f )  (2)  of  this  section. 

“(4)  If  application  is  made  to  the  court  for  leave  to  adduce  addi¬ 
tional  evidence,  the  court  may  order  such  additional  evidence  to  be 
laken  before  the  Secretary  and  to  be  adduced  upon  the  hearing  in 
vsuch  manner  and  upon  such  terms  and  conditions  as  to  the  court  may 
seem  proper,  if  such  evidence  is  material  and  there  were  reasonable 
grounds  for  failure  to  adduce  such  evidence  in  the  proceedings  below. 
The  Secretary  may  modify  his  findings  as  to  the  facts  and  order  by 
reason  of  the  additional  evidence  so  taken,  and  shall  file  with  the 
court  such  modified  findings  and  order. 

“(5)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  order  under  this  section  shall  be  final,  subject  to  review 
by  the  Supreme  Court  of  the  United  States  upon  certiorari  or  certifi¬ 
cation  as  provided  in  section  1254  of  title  28  of  the  United  States  Code. 
The  commencement  of  proceedings  under  this  section  shall  not,  unless 
specifically  ordered  by  the  court  to  the  contrary,  operate  as  a  stay  of 
an  order. 


“Amendment  or  Repeal  of  Regulations 


“(h)  The  Secretary  shall  by  regulation  prescribe  the  procedure  by 
which  regulations  under  the  foregoing  provisions  of  this  section  may 
be  amended  or  repealed,  and  such  procedure  shall  conform  to  the  pro¬ 
cedure  provided  in  this  section  for  the  promulgation  of  such 
regulations. 

“Exemptions  for  Investigational  Use 

)  “(i)  Without  regard  to  subsections  (b)  to  (h),  inclusive,  of  this 
section,  the  Secretary  shall  by  regulation  provide  for  exempting  from 
the  requirements  of  this  section  any  food  additive,  and  any  food  bear¬ 
ing  or  containing  such  additive,  intended  solely  for  investigational 
use  by  qualified  experts  when  in  his  opinion  such  exemption  is  con¬ 
sistent  with  the  public  health.” 

Sec.  5.  Section  301  (j)  of  such  Act  is  amended  by  inserting  “409,”  21  use  331. 

:  after  “404,”. 

Sec.  6.  (a)  Except  as  provided  in  subsections  (b)  and  (c)  of  this  Effects 
section,  this  Act  shall  take  effect  on  the  date  of  its  enactment.  dates. 

(b)  Except  as  provided  in  subsection  (c)  of  this  section,  section 

3  of  this  Act  shall  take  effect  on  the  one  hundred  and  eightieth  day  Ante,  p.  1784 
after  the  date  of  enactment  of  this  Act. 

(c)  With  respect  to  any  particular  commercial  use  of  a  food  addi¬ 
tive,  if  such  use  was  made  of  such  additive  before  January  1,  1958, 

section  3  of  this  Act  shall  take  effect —  Ante,  p.  1784 

(1)  either  (A)  one  year  after  the  effective  date  established  in 
subsection  (b)  of  this  section,  or  (B)  at  the  end  of  such  additional 
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69  Stat.  407, 

70  Stat.  430, 
741. 


period  (but  not  later  than  two  years  from  such  effective  date 
established  in  subsection  (b) )  as  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  may  prescribe  on  the  basis  of  a  finding  that 
such  extension  involves  no  undue  risk  to  the  public  health  and 
that  conditions  exist  which  necessitate  the  prescribing  of  such 
an  additional  period,  or 

(2)  on  the  date  on  which  an  order  with  respect  to  such  use 
under  section  409  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 
becomes  effective, 
whichever  date  first  occurs. 

Sec.  7.  Nothing  in  this  Act  shall  be  construed  to  exempt  any  meat 
or  meat  food  product  or  any  person  from  any  requirement  imposed 
by  or  pursuant  to  the  Poultry  Products  Inspection  Act  (21  U.  S.  C. 
451  and  the  following)  or  the  Meat  Inspection  Act  of  March  4,  1907, 
34  Stat.  1260,  as  amended  and  extended  (21  U.  S.  C.  71  and  the 
following) . 

Sec.  8.  The  annual  rate  of  basic  compensation  of  the  Commissioner 
of  Food  and  Drugs  shall  be  $20,000. 

Sec.  9.  Section  208  (g)  of  the  Public  Health  Service  Act,  as  amended! 
(42  U.  S.  C.  210  (g) ),  is  amended  by  striking  out  the  phrase  “in  the 
professional  and  scientific  service”  and  inserting  in  lieu  thereof  the 
phrase  “in  the  professional,  scientific,  and  executive  service”  and  by 
striking  out  the  phrase  “of  specially  qualified  scientific  or  professional 
personnel”  and  inserting  in  lieu  thereof  “of  specially  qualified  scien¬ 
tific,  professional,  and  administrative  personnel”. 

Approved  September  6,  1958. 
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